Cipla

CERTIFICATE OF ANALYSIS
® CEPTHOUKAT AHAJIM3A

Page 1 of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485022

Batch Quantity / O6bem cepuu:

5850packs / ynakosok

AR No / Ananurnuecknii oruer No :

ARF/036/2025 | Date of Analysis / lara anannza: 04.02.2025

Date of Mfe / lata npounseoacrsa:  01/2025

Date of Expiry / T'oxen ao:

12/2027

Analysis performed according ND / Ananus nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / TlokazaTens

Ne Result / PesyabTaThbl

Specification / Hopma

1 Description / Onucanue

Complies / Coorpercrayer

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 kpyrible TAONETKH CO
CKOLICHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOpPHYHEBOTO LBeTa ¢ BKpareHusMu. Ha oauoi
cropoxe TabneTku BuiaasneHo cioso «CIPLA», na
Zpyro# - NHHUA pa3ioMa.

2 | Identification / TToanuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OxpalinBaHue aMMHA4HOTO pacTBOpa B KpacHLIH

AHTPaX1MHOHOBBIE ITTHKO3WbI vy

2b) | Methyl Parahydroxybenzoatc Complies / Retention time of the principle peak in the
(HPLC)/ CootsercryeT chromatogram of the sample solution should
MeTtunnaparnapoxcHoeH3ouT corresponds to the retention time of the principle
(B2ACX) peak in the chromatograin of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yAep/KHBAHHA OCHOBHOIO MHKAa HA XpOMarorpamMmme
HCIMBLITYEMOr0 PAcTBOPA JOMKHO COOTBETCTBOBATh
BpeMeHH YAep’KHBaHHs OCHOBHOTO MHKA HA
XpOMaTorpamMmMe CTaHAapTHOro pacTeopa
MeTunnaparuapokcubensoara (pasaen
«MeTunnaparnapokcubeHszoar).

3 | Average weight / Cpenuss
macca

191.49mg / 191,49mr

189.99 mg +£7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootseTcTayeT Tpebosanuam Hi

Conclusion : APPROVED /
3aknoyenue: ONOBPEHO

Checked by QC In-Charge / .
Y g %,1/—9

NokymeHT nposepeH OKK:

Approved by QA In-Charge / -
[lokymeHT ogoBpeH OOK: Sl

Date /

Qore: O ¢to2-10287

Date/

e e L
[Nara: Ogcopstols

FMQC003-15-10
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Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485022

Batch Quantity / O6bem cepun:

5850packs / ynakoBoxk

AR No / Ananntuuecknii oruer Ne : ARF/036/2025

Date of Analysis / lara ananusza: 04.02.2025

Date of Mfg / lata npoussoacrea: _ 01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Anaans nposeaén no HI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / IlokasaTensb

Result / PesynsTaTsl

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCTD MO Macce

Complies / CootseTcTayer

18/20 tablets NMT + 7.5 %/ 18/20 He Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee % 15%

OAHOPOAHOCTE I03MPOBAHNS

5 | Loss on drying / [Totepsa B 2.5% NMT 6.0 % / He 6onee 6,0 %
Macce [pH BBICYILIHBAHUK
6 | Dissolution/ 77-84% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cenno3uaos yepes 120 muH
7 | Uniformity of Dosage units / AV =358 The acceptability index forn=10 AV <LI.

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.

L1 =15.0,L2=25.0.

[Mokaszatens npueMaemocTy g n=10 AV <L1.

B cnyuae, ecni 3Hauenne AV npesbiwaet L1,
NpOBOJAT HCMBITAHNE Ha cneaytounx 20 obpasuax.
Iinan=30 AV < L1. Bece 3HaYeHUS Xi DOMIKHBI
VIOBIETBOPATH HEPABEHCTBY:

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

L1 = 15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonuuectsenHoe omnpeneneHue
(CnekrpodioTomeTpus)

13,98mr/Tad

13.98mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 po 15,53 mr (o1 90,0 no 115,0 %)
CEeHHO3M0B B MepecyeTe Ha ceHHo3ua B B 0aHOi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Npogykr cootsetcTayeT TpebosaHunam HJ

Conclusion : APPROVED /
3aknwoyeHue: O0OBPEHO

Checked by QC In-Charge / :ﬁ/u

Approved by QA In-Charge /

B

HokymeHT npoepeH OKK: [HokymeHT opoBpeH OOK:
Date / ‘ — Date / c.o0r-2025
[aTa: Edposin i Oata: 059 -

FMQC003-15-10
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CERTIFICATE OF ANALYSIS

. CEPTHOUKAT AHAJM3A
Page 3 of 4/ Ctp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr
Batch Ne / Cepus Ne: 485022 Batch Quantity / O6bem cepun:  5850packs / ynakosok
. |AR No / Auanntnuecknii oruer Ne : ARF/036/2025|Date of Analysis / lata anannza:  04.02.2025 :
Date of Mfg / lara npoussoacrea: _ 01/2025 Date of Expiry /Tonen no: 12/2027

Analysis performed according ND / Anann3 nposenén no H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / XI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThl Specifieation / Hopma

Test / [loka3zaTesnb

9 | Content of Methyl 0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 Mr/tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHAnaparaapokcudenzoata  0,038Mr/Ta6
(B2IKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuojori4eckas 44cToTa

10a) | Total Aerobic microbial count / 50
O61iee urcso aspodHBIX Not more than 10° cfu/ g / He 6omee 10° /r

MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /r
count / O0Luee uncno <10
TJIECHEBBIX H IPONOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10*/ g / He Gonee 107 /r
" | bacteria/ Ycroituussie K
JEHCTBHIO JKeTdH
rpaMoTpHUaTenbHbIe GaKTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrectBue B 1 r
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin | g/ OtcyteTBHEe B | I
106) | Salmonella Absent / OtcyTeTBYIOT Absent in 10 g / OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteeTcTRyeT Tpebosanuam HO | 3aknrouenne: ONOBPEHO

Checked by QC In-Charge / o) Approved by QA In-Charge / —
[okymeHT nposepeH OKK: 4”£ : [okymeHT ogoBpeH OOK: G =
Date / . o Date / 2 B -

[ara: i fara: 05-92--202.5

FMQCO003-15-10
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CEPTHOUKAT AHAJIM3A

Cipla

Page 4 of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayvkr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Neo: 485022

Batch Quantity / O6bem cepun:  5850packs / ynaxosox

AR No / Anannrnuecknii oraer Ne : ARF/036/2025

Date of Analysis / {ata ananmza: 04.02.2025

Date of Mfg / Mara nponssoacrea:  01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Ananus nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nzm. Ne 1 ot (9.07.2024

Ne . Result / PesynbtaThl Specification / Hopma
Test / [MokasaTens
11 | Package / ¥YnakoBka Package / Ynakoeka - 20 tablets |Package / Vnakogka - 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 Tabnerok B 25 patient information leaflets in a carton. / ITo 20
OaucTep U3 MIeHKH TabneTok B GMCTEp M3 IUIEHKH TPEXCIoiiHOil
MOTMBHHUIXJIOPHIHOI (MBX/TI2/MBJX) u amomutueBoii onsri. [To 2
(monuaTHNeHOBOH/ uiu 3 GrucTepa BMecTe ¢ HHCTPYKLMe no
NOJMBHHUITHACHXIOPHAHON) M |MPHMEHEHHUIO B KapTOHHY10 nauky. [1o 20 tabneTok
aTIOMUHNHEBOH (OJbIH, 10 25 B OUCTED H3 MJIEHKH MONMBHHIIXIOPUIHOI
GAUCTEPOB B KAPTOHHYIO MayKy |{MOAUITHACHOBOL / MOSHBHHUIHICHXIOPHIHO) 1
C BIO)KEHHEM 25 WHCTPYKIIHI amoMuHNeBoil (oneru, no 25 dnuctepos B
IO NPUMEHEHHIO. KapTOHHYIO MayuKy ¢ BIOKEHHEM 25 HHCTPYKUMH 10
NPUMEHEHHTO,

12 Labeling / Mapkuposka According to ND /
B coorsetcTeun ¢ H]

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

XpaHeHMUs Boime 25 °C.
14 Shelf life / Cpox rogHocTH 3 years / 3 roga

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpogykr cooteeTcTByeT Tpebosanuam HA | 3axnwuyenue: OJOBPEHO

Checked by QC In-Charge / Ot

HokymeHT npoeepeH OKK:

Approved by QA In-Charge / o
[HokymeHT ogobpex OOK: --

Date /

fata: ©4 9% 208"

Date /

Nara: 0S .02 2025

FMQC003-15-10
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