Cipla

CERTIFICATE OF ANALYSIS
h CEPTUOUKAT AHAJIM3A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485138

Batch Quantity / O0nem ceprm:

5843packs / ynakoBok

AR No / Ananntnvecknii oruer Ne : ARF/214/2025 | Date of Analysis / laTa anaan3sa:

13.10.2025

Date of Mfg / lata nponssoacrea:  09/2025

Date of Expiry / l'oagen xo:

08/2028

Analysis performed according ND / Arann3s nposeaén mo HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / INoxazatess

Result / PesyabTaThl

Specification / Hopma

I | Description / Onucanue

Complies / CootBeTcTBYET

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. / [nockue kpyriasie TabneTku co
CKOILIEHHBIMHM KPasMH OT KOPHYHEBOT'O JI0 TEMHO-
KOPHYHEBOT0 1IBETA C BKpanieHusiMu. Ha oanoi
cTopoHe TabneTky BoinasaeHo cnoso «CIPLA», Ha
JIpYro#i - TMHKA pasjioma.

2 Identification / ITognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpalHBaHue aMMHA4YHOTO PacTBOpa B KpacHbIii
AHTPaXHHOHOBbIE TJIMKO3M/IbI T,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CoOTBETCTBYET chromatogram of the sample solution should
MeTunnaparuapokcubensoart corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YA€pKHBAHHSA OCHOBHOIO NUKA HA XpOMaTorpaMme
MCTILITYEMOr'0 pacTBOpa J0JKHO COOTBETCTBOBATh
BPEMEHH YIEpPKHBaHHA OCHOBHOIO IMHKA Ha
XpOMATOrpaMMe CTaHAAPTHOIO pacTBoOpa
MeTHInaparnapokcubensoara (pasen
«MeTunnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

191.34mg / 191,34mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTBeTcTBYET TpebosaHuam HL

Conclusion : APPROVED /
3axknwoyvenune: OQOEPEHO

Checked by QC In-Charge / g = Approved by QA In-Charge / T o il

[okymeHT nposeper OKK: AokymeHT ogobper OOK: ﬁﬂ%/
-

Date / Date / .

[ara; |5-to- Lo g fara: &\ 2225
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTUDPHUKAT AHAJTU3A

Page2 of 4/ Cr1p.2 n3 4

Product: SENADE TABLETS 13,5 mg Hpoavkr: CEHAJIE@, TABJIETKMH 13,5 mr

Batch No/ Cepus Ne: 485138 Batch Quantity / O6bem cepun:  5843packs / ynakogok
AR No / AsannTauecknii oraer Ne: ARF/214/2025|Date of Analysis / lara anasmsa: 13.10.2025

Date of Mfg / laTa npou3soacrsa:  09/2025 Date of Expiry / I'ogen jo: 08/2028

Analysis performed according ND / Ananus nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3am. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

= Test / [ToxaszaTens

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
OIHOPOIHOCTB MO Macce %

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

5 | Loss ondrying / Iloteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
macce MpH BLICYIIUBAHHH

6 Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3nnos yepes 120 muu

7 | Uniformity of Dosage units / AV=52 The acceptability index forn =10 AV <L1.
OnHOPOOHOCTEL NO3HPOBAHHS 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 =15.0; E2=250

IMoka3zarens npuemiemMoctH aisi n=10 AV < L1.

B ciyuae, ecnu 3HaueHue AV npesbiiuaet L1,
NPOBOIAT UCMBITAHUE HA clienytonx 20 obpa3uax.
Jng n=30 AV < L1. Bce 3HaueHus Xi IO HbI
YIOBAETBOPATH HEPABEHCTBY:

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

L1=15,0;L2=250,

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuecTseHHOe  onpeneneHue 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpns) Ot 12,15 10 15,53 mr (o1 90,0 no 115,0 %)

14,04mr/1ab CEHHO3HIOB B MepecyeTe Ha CeHHO3uI B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooteetcreyeT TpebosaHuam HI

Conclusion : APPROVED /
3akniwoueHue: OQOBPEHO

Checked by QC In-Charge / L P
[HokymeHT nposepeH OKK: ff"

Approved by QA In-Charge /
HoxymeHT ogobpex OOK:

£

Date /

Lavo-ror
Nata:

Date /

Jara: \A 102025
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Cipla

Page3 of 4 /Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485138

Batch Quantity / O6bem cepun:

AR No / Asaaurnuecknii oruer Ne : ARF/214/2025

Date of Analysis / lata ananm3za: 13.10.2025

5843packs / ynakosok

Date of Mfg / lata nponsBoactea:  09/2025

Date of Expiry / I'onen no:

08/2028

Analysis performed according ND / Ananus nposenén no H: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / MoxazaTens

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHNnaparuapokcubensoara
(BOXX)

0.040mg/tab

0,040mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 zo 0,056 mr/Ta6.

10 | MICROBIAL LIMIT TEST/ MukpoGuonornyeckas YicToOTa

10a) | Total Aerobic microbial count /
Ob1ee 4ucno azpodHbIx 30

MHUKpPOOpPraHu3MoB

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

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10 /r
count / OBmee yucno <10
MJIECHEBBIX U IPOMIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ YcToiiuuBbie K
NEHCTBHIO HKEMUU
rpaMoTpHuaTesbHbie 6akTepun

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrctBHe B 1 T

100 | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cooteeTcTByEeT TpeGoBaHsM HO

Conclusion : APPROVED /
3aknwoyenune: OJOBPEHO

Checked by QC [n-Charge / C9 Approved by QA In-Charge / Cop
[LokymeHT npoeepeH OKK: qf,v ; HokymeHT ogobper OOK: /g’j/ :
Date / Date /

fara: g [ara: A \o 2028

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page4of4 /Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Ipoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485138

Batch Quantity / O6nem cepun:

5843packs / ynaxosox

AR No / Ananutaaecknii oryer Ne : ARF/214/2025

Date of Analysis / lara apaanza: 13.10.2025

Date of Mfg / laTa npoussogcrsa:

09/2025

Date of Expiry / I'ogen mo:

08/2028

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

Result / PesyabTarsi

Specification / Hopma

.. Test / [MokazaTesb
11 | Package / Ynakoska Package / Ynakoeka - 20 tablets |Package / Vrakoska - 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. / Ilo 20 Tabnetok B 25 patient information leaflets in a carton. / TTo 20
OnucTep M3 NeHKK TabJieToK B OIHCTEp M3 MJIEHKH TPEXCIOMHOMN
MOTHBHHUIIXIOPHAHOH (IIBX/TTS/MIBJIX) u amoMuHHeBoit (onbri. ITo 2
(MoNUITHIEHOBO/ HJH 3 OnucTepa BMECTe ¢ HHCTpYKUKEii o
NONHBHHUAUACHXIOPHAHOM) U |NPHMEHEHHMIO B KAPTOHHYIO nauky. [To 20 Tanerok
aMOMHUHHEBOH (onbru, no 25 B 6J1ucTep M3 NIEHKH MONHBUHUIXIO PHAHOI
OJMCTEpOB B KAPTOHHYIO Nauky |(monuarunenosoii / NOJTHBUHHIUIEHXTOPHAHOMN) 1
C BIIOMKEHHEM 25 UHCTPYKLHI amomunneBoil honbry, mo 25 6nucrepos B
0 NPUMEHEHHMIO. KapTOHHYIO NayKy C BIOKEHHEM 25 HHCTPYKLMi 1o
NPHMEHEHHUIO.

12 Labeling / MapkupoBka According to ND /
B cootBeTcTBIH ¢ H]]

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

XpaHeH#s Bhle 25 °C.
14 Shelf life / Cpok roaHoctu 3 years /3 rona T

Remarks : The Product conforms to ND/
Mpumeyanue: Mponykr cooteeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge / _, il Approved by QA In-Charge /

[okymeHT nposepeH OKK: e [okymeHT opobpex OOK: /9;}1\,@,3
Date / 1 -~ Date /

[ara: i Jata: (A0 2005

FMQC003-15-10
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