Cipla

B CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

-

Page 1 of 4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepns Ne: 485146

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Ananutngecknii oruer Ne : ARF/223/2025|Date of Analysis / Jlata ananmza: 21.10.2025

Date of Mfg / laTa nponssoacrsa:  10/2025

Date of Expiry / I'ogen no:

09/2028

Analysis performed according ND / Ananu3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / J1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / lokaszarenns

Result / PesyabraThi

Specification / Hopma

1 Description / Onucanue

Complies / CooTercTByeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. I't has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrasie Tabnetku co
CKOMIEHHBIMH KPasMHK OT KOPUYHEBOT'O 110 TEMHO-
KOPHYHEBOTrO LIBETA ¢ BKparieHuaMu. Ha oaHoii
CTOpoHe TabneTku BoigaBeHo cnoBo «CIPLAY, Ha
JPYTOH - IMHKA paznoma.

2 Identification / IToniMHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT Okpauineaiie aMMUauHOr0 pacTBOpa B KpacHbIil
AHTPaXHHOHOBBIE FTHKO3MIbI il
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCYy CoorBetcTBYyeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHMA OCHOBHOI'O MUKA HA XpOMaTOrpaMme
MCIMBITYEMOIO PacTBOPA J0JKHO COOTBETCTBOBATH
BPEMEHM YIEPKHBAHHA OCHOBHOTO MHKa Ha
XPOMATOTpaMMe CTaHIaPTHOrO PacTBOpa
MeTuanaparnapoxcudensoara (pasmen
«Metnmaparuapoxcubensoar).

3 | Average weight / Cpennsis
macca

193.35mg / 193,35mr

189.99 mg £7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBETCTRYET TpebosaHuam H/

Conclusion : APPROVED /
3akntoyenme: OQOGPEHO

Checked by QC In-Charge / A
[okymeHT npoeepen OKK: :

Approved by QA In-Charge / ot
[okymeHT oa06peH OOK: /@«

Date /

Dare: 4 \° 2018

Date / JJIQJ\’.G-}—Y

HaTa:
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485146

Batch Quantity / O6bem cepun:  5846packs / ynakosox

AR No / AsanuTidecknii oruer Ne : ARF/223/2025|Date of Analysis / lara apamaza: 21.10.2025

Date of Mfg / laTta npoussoncrea:  10/2025 Date of Expiry / I'ogen no: 09/2028

Analysis performed according ND / Anann3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / Nokaszareinb

Result / PesyibTaThl Specification / Hopma

4 | Uniformity of weight /
OﬂHOpOI[HDCTb o Macce

Complies / CooTBeTcTRYET 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

Pacteopenue

5 | Loss on drying / Iloreps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BbICYIIHBAHHK
6 Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennoznnos yepes 120 Mun

7 | Uniformity of Dosage units /
OnOHOPOIHOCTE JO3HPOBAHHS

AV =6.0 The acceptability index forn=10 AV <L1.

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.

E1=150;12=250.

ITokasarens npuemnemocT ansg n=10 AV < L1.

B cnyuae, ecnu 3Hauenne AV npesbimaer L1,
MPOBOJAT MCTIbITAHKE Ha cnenyoumx 20 odpasuax.
s n=30 AV < LI1. Bece 3Ha4eHHs Xi JOMKHBI
YJOBNETBOPSATH HEPABEHCTBY:

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

L1=15,0; L2 =250.

8 | Assay (Spectrophotometry)
KonudecTenHoe onpenenenwne
(Cnekrpodoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 10 115,0 %)
14.15mr/1a6 CEHHO3MJIOB B MepecueTe Ha CeHHO3ua B B oaHO#
TabneTke.

14.15mg/tab /

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: [Mpogykr cooteeTcTBYET TpeboBaHusm HO | 3aknoyenne: OJOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / .,
[lokymeHT nposepex OKK: eﬁ B JokymeHT opobper OOK: W
Date / i Date /

3 oLt ) oe
[ara: A0 HaTa: 221072025
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-
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485146

Batch Quantity / Oobem cepan:  5846packs / ynakoBok

AR No / AnanuTrueckuii oruer Ne : ARF/223/2025 | Date of Analysis / Jlata apanun3za: 21.10.2025

10/2025

Date of Mfg / lara npoun3BoacTBa:

Date of Expiry / I'oaen go:

09/2028

Analysis performed according ND / Anann3 nposeaén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Moka3zaTenb

Result / PeayasTaTthl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTurnaparnapokcubensoara
(BIXX)

0.042mg/tab

0.042mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Ta6.

10 [ MICROBIAL LIMIT TEST/ MuxpoGHuonorsueckas 4ucTora

10a) | Total Aerobic microbial count /
O61uee uucno a3pobHbIX 20

MHKPOOPIraHu3MOB

Not more than 10* cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / OB1uee uncno
[UIECHEBBIX M APO}IKEBBIX

rpubor

<10

Not more than 10° cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ Y cToifunBbie K
JEUCTBHIO MKEJTUH

rpaMoTpULATENbHbIE HaKTepUM

Absent /OtcyTeTRYIOT

Not more than 10”/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcytcTBue B 1 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytctBue B 1 1

100 | Salmonella

Absent / OTcyTcTBYIOT

Absentin 10 g / OrcyterBue B 10 g

Remarks : The Product conforms to ND/
lMpumeyanue: MNMpogykT cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoBepeH OKK: %t})

Approved by QA In-Charge /
LokymeHT oao6per OOK: W

Date /

Qata, 2t '0ed

Date /

[Jara: 2210 Joaf

FMQC003-15-10
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page40of 4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepuna Ne: 485146

Batch Quantity / O6bem cepun:

S5846packs / ynakosok

AR No / Asaiautnueckui orger Ne : ARF/223/2025

Date of Analysis / lata ananmza: 21.10.2025

Date of Mfg / lata npou3Boacrea:  10/2025

Date of Expiry / I'oaen no:

09/2028

Analysis performed according ND / Anann3z nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

" Test / [NokasaTeb

11 | Package / YnakoBka Package / Vnakogka - 20 tablets |Package / Y nakoeka - 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. / ITo 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
GaucTep M3 NNEHKK TabneToK B OIHCTEpP M3 MUIEHKH TPEX CIOIHOM
MOJMBUHUIIXTOPUAHO (IMBX/II2/MBAX) 1 anfomMArneBoid ¢onbra. 1o 2
(rmonM3ITHNEHOBOH/ uinu 3 6aucTepa BMeCTe ¢ MHCTPYKLIMEit 1o
NONUBUHHIMAEHXIOPUAHOM) H | MPHMEHEHHIO B KapTOHHYIO nauky. 1o 20 Tabnerok
amoMuHKUeBoil Gonbru, no 25 B GnUCTEp U3 MIEHKH MOJIMBHHUIXJTOPHIHOI
GnucTepoB B KAPTOHHYIO MaukKy |(MONMITUICHOBOH / MONMUBHHUINACHXIIOPHAHOM) 1
C BJIOXEHUEM 25 MHCTPYKIIHIH anioMuHueBoi Qonbru, no 25 GrHcTEpOB B
M0 IPUMEHEHHUID. KApPTOHHYK) NAyKy ¢ BIOKEHHEeM 25 HHCTpYKUMil no

MIPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /
B cootsercteuu ¢ H]I

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

XpaHeHHs Bbile 25 °C.
14 Shelf life / Cpok roaHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MpumMeyanue: MNpoaykT cooTBeTcTBYET TpeboBaHusam HL

Conclusion : APPROVED /
3aknwyenune: OOOBPEHO

Checked by QC In-Charge / =
[okymeHT nposeper OKK: A

Approved by QA In-Charge /

[okymeHT ofobpeH OOK: ) W

Date /

BARN - - e
Hara:

Date /

Nara: 2210 2ol

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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