Cipla

CERTIFICATE OF ANALYSIS
N CEPTU®UKAT AHAJIM3A

Page 1 of4 /Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 4850438

Batch Quantity / Oonem cepun:

5843packs / ynakosok
AR No / Apanntrueckuii oruer Ne : ARF/070/2025|Date of Analysis / laTa anananza: 07.03.2025

Date of Mfg / laTta npou3BojcTBa:

02/2025

Date of Expiry / 'onen no:

01/2028

Analysis performed according ND / Anann3s nposenén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne

Test / lokaszatenn

Result / PesyabTaTsl

Specification / Hopma

Description / Onucanne

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. / IInockue Kpyrabie TabneTKH cO
CKOLUEHHLIMH KPasMi OT KOPHUHEBOT'O 0 TEMHO-
KOPHYHEBOIO LIBETa ¢ BKparuieHussMH. Ha ogHoii
cTopoHe TabneTku BoiasiaeHo cioso «CIPLA», Ha
Ipyro# - MMHHUA pasaoMa.

2 | Identification / TloanHMHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBeTCTBYET OxpamiBaHie aMMHAaYHOTO PacTBOpa B KpacHbLi

AHTPaxHHOHOBKIE TNTHKO3H/IbI fIBeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTcTBYET chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHMs OCHOBHOTO MMUKAa Ha XpOMaTorpamme
HCIILITYEMOTO PacTBOPA JI0JKHO COOTBETCTBOBATE
BPEMEHH YIep/KHBaHHSI OCHOBHOTO MTHKA HA
XpoMaTorpaMme CTAHAAPTHOTO pacTBOpa
MeTHNInaparuapokcubensoata (pasaen
«MetunnaparugpoxcudeH3oar).

3 | Average weight / Cpenuss
macca

191.89mg/ 191,89mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr coorBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknovenune: OJOBPEHO

Checked by QC In-Charge / O
[lokymeHT nposepeH OKK: S’i/w

Approved by QA In-Charge /
HokymeHT oaobpeH OOK:

B

Date /

[ara: ©T-cd 2oy’

Date /

[ara: lor 02,2025
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHA,[[]Eﬁ, TABJETKH 13,5 mr

Batch No / Cepust No: 485048

Batch Quantity / O6nem cepun:

5843packs / ynakosok

AR No / Ananuruuecknii oruer Ne : ARF/070/2025 | Date of Analysis / Jara anaan3za: 07.03.2025

02/2025

Date of Mfg / IaTa npoun3BoacTsa;

Date of Expiry / I'ogen no:

01/2028

Analysis performed according ND / Ananns nposenén no HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pesyabrarel

Test / loka3aTennb

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCTH MO Macce

Complies / CooTercTByeT

18/20 tablets NMT = 7.5 % / 18/20 He Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 e 6onee + 15%

5 | Loss on drying / IToteps B 2.4%

Macce IMpH1 BLICYIIMBAHHH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 78-91%

PacreopeHue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoznmos uepes 120 mun

7 | Uniformity of Dosage units / AV=58

OnHOpoNHOCTh NO3UPOBAHHA

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 th
inequality: .

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

L1=15.0; L2 =25.0.

[Mokazatens mpuemnemoct wis n=10 AV < L1.

B cnyuae, ecam 3Hauenue AV npesrimaer L1,
MPOBOAAT HCMIBITAHHE Ha creayromux 20 obpasuax.
Jnan=30 AV <L1. Bce 3nauenus Xi A0IKHBI
YIOBIETBOPATH HEPABEHCTRY:

[M-xi| £0,01 x L2 x M.

L1=15/0;12 =25.0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE ompeaeneHue
(CnexrpodoTomeTpnst)

14.03mg/tab /

14,03mr/1a0d

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 1o 115,0 %)
CCHHO3WIOB B MepecyeTe Ha ceHHo3uI B B oaHoii
TabneTKe.

Remarks : The Product conforms to ND/
Mpumeyvanue: MpogykT cooTBeTCTBYET TpebosaHuam HJl

Conclusion : APPROVED /
3aknoyenue: OOOEPEHO

Checked by QC In-Charge / 7&)

[okymeHT npoBepeH OKK:

Approved by QA In-Charge /
[oxkymeHT ogobper OOK:

R

Date /

[ara: i el

Date /

Nara: loc0%. 2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJU3A

Page3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE", TABJAETKH 13,5 mr

Batch No / Cepust Ne : 485048

Batch Quantity / O6bem cepun:  5843packs / ynaxopok

AR No / AsaauTnuecknii oruer Ne : ARF/070/2025

Date of Analysis / TaTa anagmza: 07.03.2025

Date of Mfg / lara nponssoacTsa:

02/2025

Date of Expiry / T'onen no: 01/2028

Analysis performed according ND / Ananu3s nposenén mo H: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThbl Specification / Hopma
Test / NokaszaTenn
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanme
MeTHINaparuapokcubeH3oara 0,046Mmr/Ta6
(B3XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonors4eckas YACTOTa

102) | Total Aerobic microbial count / 20
OGiiee 4HCI0 a3POGHBIX Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° ¢fu/ g /He Gonee 107 /r
count / O61ee yucno i
TUTECHEBBIX H JPOIIKEBBIX
rpubos

W¢) | Bile tolerant gram-negative Absent /OtcyTeTByroT Not more than 10°/ g / He Gonee 107 /r
bacteria/ ¥ croituuseie K
JEHCTBHIO KETIn
rpaMoTpHIaTesibHble DaKTepHu

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

10 ¢) | Escherichia coli Absent /OtcyTeTByIOT Absentin 1 g/ OtcyrcrBue s 1 r

101) | Salmonella Absent / OtcyTeTBytoT Absentin 10 g / Otcyrersue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykT cooTBeTCTBYET TREGOBaHWUAM HJ]

Conclusion : AP PROVEDI
3akntovyenue: OOJOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
[lokymeHT ogobpeH OOK: %}‘f

Date /
[ara:

e T-0%. 1015

Date /
[arta:

\020% .2 029
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Cipla

CERTIFICATE OF ANALYSIS

s CEPTUOHUKAT AHAJIM3A

Page4of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

ITpoagyxT: CEHAL[E®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485048

Batch Quantity / O6bem cepun:

5843packs / ynakosox

AR No / Anannrnueckuii oruer Ne : ARF/070/2025

Date of Analysis / Jata anaanza: 07.03.2025

Date of Mfg / laTa npomssoacrea:  02/2025

Date of Expiry / T'ogen go:

01/2028

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

No Result / PesyasTaTsi Specification / Hopma
Test / ITokazaTenn

11 | Package / YnaxoBka 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. / ITo 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
GaucTep U3 MIIEHKH TabneTok B GIIMCTEp U3 TINEHKH TPEXCIOHHOM
MOTUBHHHIXJIOPUIHOM (MBXAT3/MBAX) v amomuaneBoii ¢onsru. Mo 2
(mommaTHIEHOBOI/ wnu 3 GucTepa BMeCTe © MHCTPYKUHeH no
NOJMBHHHITHAEHXIOPHAHON) M [MPHMEHEeHHIO B KapToHHyIo nadky. [To 20 taGnetok
anoMuHueBol (onsru, no 25 B GuHCTep U3 MNEHKH MONHBUHUIXIOPHIHOM
OMCTEpOB B KAPTOHHYIO MadyKy | (MOJMITHAEHOBONH / TIONMBHHHIHAEHXIOPUAHOI) 1
C BJIO’KEHHEM 25 WHCTPYKIHH anroMuHueBoi Qonbry, 1o 25 GIKUCTEPOB B
1o MPHUMEHEHHIO. KAPTOHHYIO TIAYKY C BIOXKEHHeM 25 WHCTpyKLUmii Mo

TIPUMEHEHHIO,

12 Labeling / Mapkuposka According to ND /
B coorserctBuu ¢ H]J

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

XpaHeHus Boie 25 °C.
14 | Shelf life / Cpok rogrocTi 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanume: NpoayKr cooTeercTByeT TpeboBaHnam HO

Conclusion : APPROVED /
3akntouernue: OOJOEPEHO

Checked by QC'In-Charge /
[okymeHT nposepeH OKK: 'f’o{i/t"g

Approved by QA In-Charge /
[okymeHT ogobpen OOK:

e

Date /

: oT-02. 2015
[ara:

Date /

fara: s e
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