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Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page1of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne :

485167

Batch Quantity / Oobem cepun:

5847packs / ynakosok

AR No / AsaauTnuecknii oruer Ne : ARF/251/2025

Date of Analysis / laTa anannsa:

15.11.2025

Date of Mfg / lara npou3BoAcTBa:

11/2025

Date of Expiry / 'oen no:

10/2028

Analysis performed according ND / Anaaus nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyibTarts!

Specification / Hopma

Metunnaparuapokcubensoar
(B2XKX)

No
Test / [Toxazarens
I | Description / Onucanne Complies / CoorsercTByeT Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrabie tabneTku co
CKOWEHHBIMH KpasaMi OT KOPHYHEBOT'O 10 TEMHO-
KOPHYHEBOrO LIBETA ¢ BKpanieHusMu. Ha onHoit
cropone TadeTkH BbiaasneHo cnoso «CIPLA», Ha
APYTO#i - THHKUS pazjioMa.
2 | Identification / IToanuHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET OxkpawmMBaHHe aMMHAYHOrO PacTBOpa B KpacHblii
AHTanHHOHOBblB FMAKO3K bl
IBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTRYET 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 Parahydroxybenzoate») / Bpems
YAEPKUBAHNA OCHOBHOTO MHKA HA XpOMaTorpaMme
MCMBLITYEMOT0 PacTBOPa A0JIKHO COOTBETCTBOBATH
BpeMeHH YAepAKHBAHHS OCHOBHOTO IMHKa Ha
XpomarorpaMme CTaHaapTHOrO PacTBOpa
meTuinaparnapoxcubensoara (pasaen
«MeTunnaparuapokcubeH3oar).

Average weight / Cpennsisi
macea

191.63mg / 191,63mr

189.99 mg +7.5% / 189,99 mr £7.5%

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykr cooteeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwyenue: OOQOEPEHO

Checked by QC In-Charge / \
[okymeHT nposepeH OKK: (‘\
/

Approved by QA In-Charge / el
HNokymeHrT onobper OOK: /

ngaf 1S L2y

Date /

Nara: Vet
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTUHOUKAT AHAJIM3A

Page 2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485167 Batch Quantity / Oovem cepun:  5847packs / ynakosox

AR No / Anaantuaecknii oruer Ne : ARF/251/2025|Date of Analysis / lata anannza: 15.11.2025

Date of Mfg / /lata nponssoacrsa:  11/2025 Date of Expiry / I'onen no: 10/2028

Analysis performed according ND / Ananus nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabraThi Specification / Hopma
" Test / [Noxkasareib

4 | Uniformity of weight / Complies / CootseTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5
OIHOPOAHOCTL 10 Macce %

2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss ondrying / [Torepsa B 1.7% NMT 6.0 % / He Gonee 6,0 %

Macce NnpH BhICYUTHBAHHH

6 | Dissolution / 83-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cennozmnnos uepes 120 Mun

7 | Uniformity of Dosage units / AV =356 The acceptability index forn=10 AV <LI.
OAHOPOAHOCTh I03HPOBAHMNS 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:

[M-xi| £0,01 x L2 x M.

Ll =15:0; L2=23.0.

[Tokaszarenn npuemaemoctu g n=10 AV < LI.

B cayuae, eciu 3HadeHune AV npesbimaet L1,

NPOBOIAT HCHBITAHWE Ha cureayrouux 20 obpasiax.
| JIna n=30 AV < L1. Bce 3HaYeHHA Xi A0JKHbBI

YAOBAETBOPATH HEPABEHCTRY:

[M-xi| <001 x L2 x M.

Li=150; L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHoe  onpeaenexne 14.08mg/tab sennosides calculated as sennoside B in one tablet. /
(CniektpodoToMeTpHs) Ot 12.15 10 15,53 mr (o1 90,0 1o 115,0 %)

14,08Mmr/126 CEHHO3UI0B B MepecueTe Ha CeHHo3na B B 0aHO#
TableTke.
L Semee oy ===

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykt cootsercTeyeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwoueHue: OQOBPEHO

Checked by QC In-Charge /
[HokymeHT nposepeH OKK: (\},

Approved by QA In-Charge / -y
[JokymenT opobper OOK: /@ay

pate/ S away

Hara:

Date /
[ara:

-\ o2s
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Cipla

CERTIFICATE OF ANALYSIS
\ CEPTHOHKAT AHAJM3A

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485167

Batch Quantity / O6bem cepun:

5847packs / ynakoBok

AR No / Ananurngeckuii oruer Ne : ARF/251/2025|Date of Analysis / JaTa ananu3za:

15.11.2025

Date of Mfg / {aTa npousBoacrea:  11/2025

Date of Expiry / I'ogen no:

10/2028

Analysis performed according ND / Auanus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne | ot 09.07.2024

Test / Tlokazarelib

Result / PesyabTarni

Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
ConepxaHue
meTuinaparuapokcubensoara
(BDXX)

0.04 Img/tab

0,04 1mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4YMcToTa

10a) | Total Aerobic microbial count /
Obuiee yncao aspobHbIX 40

MHUKPOOPraHHimMoB

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / OGuiee yucno
MJECHEBLIX U IPOACIKEBbLIX

rpudos

<10

Not more than 107 cfu/ ¢ /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiumgble K
NEHCTBHIO JKeJTur

rpaMoTpHLATENbHBIC BaKTepHH

Absent /OTeyTeTBYIOT

Not more than 107/ g / He Gosee 107 /r

10 d) | Staphylococcus aureus

Absent /OTcyTeTBYIOT

Absentin | g/ OtcytctBue B I 1

10¢) | Escherichia coli

Absent /OrcyTeTBYIOT

Absentin 1 g/ OrcyrcrBue B | 1

160 | Salmonella

Absent / OTCYTCTBYIOT

Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknwuerdue: ONOGEPEHO

Checked by QC In-Charge / «

MokymeHT nposepex OKK: (,\ )«

Approved by QA In-Charge /

HokymeHT ogobper OOK: ot

g

Date / ~
ﬂ:'r(;: D A\eny™

Date /

[ata 1. Ml
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHP®HUKAT AHAJIM3A

Paged of 4 /Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485167

Batch Quantity / O6nem cepuu:

5847packs / ynakoBox

AR No / Asaanraueckuii oraer Ne : ARF/251/2025

Date of Analysis / laTa anajn3za:

15.11.2025

11/2025

Date of Mfg / laTa npou3BojcTBAa:

Date of Expiry / I'open no:

10/2028

Analysis performed according ND / Ananu3 nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / Pe3ynbTaThbl Specification / Hopma
No
Test / [MToka3aTeanb

11 | Package/ Ynakoska Package / Ynakoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  [carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [1o 20 Tabnetok B 25 patient information leaflets in a carton. / [To 20
GIHCTep U3 IIEHKH TabneTok B 6KUCTep M3 MIEHKH TPEXCIIOHHOI
MONIHBHHHTXJIOPHIHOI (MIBX/TI2/MBMX) 1 amomunueBoii conbru. IMo 2
(nonHITUNEHOBO/ Wik 3 OJiHcTEpa BMECTE C WHCTPYKILMEH no
NONHBHHIITHACHXJIOPHIHON) U |PUMEHEHHIO B KapTOHHYt0 nayky. Mo 20 tabnerok
amoMiHreBoi Gonbru, no 25 B ONIHCTEP M3 MIEHKH NOJHBUHUIXIOPUIHOM
OnUCTEPOB B KAPTOHHYIO Mavky |(MOAMITHNEHOBOI / NONHBHHIITHIE HXIIOPHIHOH) H
¢ BJIOKEHHEM 25 UHCTPYK UM ANKOMUHHEBOW (ONBIH, MO 25 OIUCTEPOB B
110 NPUMEHEHULO. KAPTOHHYIO MauKy ¢ BAOKEHUEM 25 MHCTPYKLUHI Mo

MPUMEHEHHIO.

12 Labeling / Mapkuposka According to ND / R
B coorsercreun ¢ HJJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu temneparype He

XpaHeHus Bbiwe 25 °C.
14 Shelf life / Cpok roauoctu 3 years / 3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTCcTBYET TpeboBaHnam Hl

Conclusion : APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge / « _
[okymeHT npoepex OKK: (-\}_,_ /\},

Approved by QA In-Charge / er Canp
DokymeHT opobper OOK: e g

Date /

[ara: \S-\ W\ 205

Date /

i =11 2o s
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ADDENDUM 1

BATCH RELEASE CERTIFICATE
Batch No. 485167

Date; \\\-2225

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:

|

o AP1 Batch No. From SAP API Manufacturer Country of
.W Product | FP B. No. API Name System of FG Manufacturer Batch No. API Manufacturer Name Mfg.
o Semade | oscr | Calcium Sennosides 15% 0001782780 CS0125109 Kothari Phytochemicals | | ...
Tablet International

|

gt

Site - Quality Assurance Executive
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