Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTUDPUKAT AHAJIM3A

Page 1 0of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 485037

Batch Quantity / O6bem cepun:

5849packs / ynakosok

AR No / Ananutiaecknii oruer Ne : ARF/055/2025|Date of Analysis / lata anannza: 22.02.2025

02/2025

Date of Mfe / JlaTa npon3Boacrsa:

Date of Expiry /T'ogen no:

01/2028

Analysis performed according ND / Ananns nposenén no HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Iokaszatens

Ne Result / PesyabTaTh!

Specification / Hopma

1 | Description / Omucanue

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. / Inockue Kpyriibie TabaeTkH co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO L[BETa C BKparuieHussMu, Ha oznHoii
cropoHe TabneTky BolgasneHo cnoBo «CIPLAY, Ha
JIpYTo# - IHHUS pasioMa.

2 | Identification / IToanMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
: CooTBeTCTBYET OxpawyBaHne aMMHMayHOTO DPACTBOpPA B KpacHblil
AHTPaXHHOHOBBIE TIHKO3HIIbI —-y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Mertunnaparuapoxkcubersoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepKHUBAHHA OCHOBHOTO MHKA HAa XPOMAaTOrpaMme
UCIIBITYEMOrO PacTBOPA JI0JUKHO COOTBETCTEOBATH
BpEMEHH YyAEpPKHUBAaHHA OCHOBHOIO MHKa Ha
XpOMaTorpamMmmMe CTaHIapTHOTO PacTBOpa
MeTHATaparnapokcubenzoata (paszien
«Merunnaparuapoxcnbensoar).

Average weight / Cpeanss
Macca

LS

189.49mg / 189,49mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: Mpoaykr cootBetcTByeT TpebosaHuam HI | 3aknwoyeHuer OJOBPEHO

Checked by QC In-Charge / £ 0 Approved by QA In-Charge /

HokymeHT nposepeH OKK: % - OokymeHT ogobpeH OOK: W
= Date /

H::'z:/ B O SR LIZTZ: 2-4.02-- 1025
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Product: SENADE TABLETS 13,5 mg

Tponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 485037

Batch Quantity / O0bem cepun:

5849packs / ynakosox

|AR No / Ananntuuecknii otuer No: ARF/055/2025 |Date of Analysis / laTa ananusa: 22.02.2025

Date of Mfg / Tara npoussoacrea:  02/2025

Date of Expiry / I'ogen no:

01/2028

Analysis performed according ND / Ananu3 nposenén no HI: TI' N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / TokazaTenn

Ne Result / PesyapTaThi

Specification / Hopma

4 | Uniformity of weight /
OmHOpOAHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ve Gonee + 15%

5 | Loss on drying / IToteps B ' 1.9%
Macce NpH BLICYITHBAHUH

NMT 6.0 % / He Gonee 6,0 %

OnHopoaHOCTE MO3UPOBAHNUS

6 | Dissolution / 77-95% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV =56 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.

L1 = 15.0: 1.2 =250,

[Toxazarens npuemneMoctu ot n=10 AV <L1.

B cayuae, ecnu 3Havenne AV npessimaer L1,
MPOBOAAT MCTbITaHHE HA ciemyromx 20 oOpasuax.
Jina n=30 AV <LI. Bce 3HaueHHs Xi TOHKHBI
YIOBNETBOPATh HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuectBeHHOe omnpeneneHue
(CnextpodoTomeTpus)

13.97mg/tab /

13,97mr/Tab

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 (ot 90,0 oo 115,0 %)
CEHHO3HU/IOB B NepecueTe Ha CeHHO3MA B B oHOii
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTCTBYET TPeGoBaHMaM HJ

Conclusion : APPROVED /
3aknwyeHune: OQOBEPEHO

Checked by QC In-Charge / = t2
HokymeHT nposepeH OKK: =

Approved by QA In-Charge /
[JokymenT ogoBper OOK: %ﬁ

Date/

[ara: Al LA G

Date /

Dare: 2Y-02.2025
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page 3 of4/Crp.3 nz 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485037

Batch Quantity / O6bem cepun:

5849packs / ynakoBok

‘|AR No / Anaanrnuecknii otuer No : ARF/055/2025|Date of Analysis / aTa anannza:  22.02.2025

02/2025

Date of Mfg / lara npon3BojacTsa:

Date of Expiry / I'onen go:

01/2028

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

Ne Result / PesyabTathl -

Test / [Toxaszareib

Specification / Hopma

9 | Content of Methyl 0.045mg/tab
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHnnaparuapokcubensoata 0.045mr/Ta6
(BKX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Ta6.

10 | MICROBIAL LIMIT TEST/ MukpoGHosioru4eckas 4HCTOTa

108) | Total Aerobic microbial count / 40
Obuiee uncno aspoOHLIX

MHUKPOOPraHu3MoB

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

10b) | Total combined yeast and mould
count / OB1uee yucio
TUIECHEBBIX H IPOMKIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroluussie K
IeHCTBUIO Kenuu

rpaMoOTpHLATeIbHbIE DaKTepHu

Absent /OTcyTCTBYIOT

Not more than 10 / g / He 6onee 10° /r

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrcTBue B 1 1

101) | Salmonella

Absent / OTcyTCcTBYIOT

Absent in 10 g / OtcytetBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootserctayeT TpebosaHuam Hl

Conclusion : APPROVED /
3akntoyenue: OJOBEPEHO

Checked by QC In-Charge / =Lt e Approved by QA In-Charge / )

[okymeHT npoeepeH OKK: ’gi ‘ HokymeHT opobper OOK: %g}./\/y"v/
e D

H:.trgl 22 .02 LS ﬂ:—f—eal 24022025
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Page40f4/Crp.4n34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485037

Batch Quantity / OGbem cepun:

5849packs / ynakoBok

AR No / Ananntuueckuii oruer Ne : ARF/055/2025|Date of Analysis / {ara anaamza: 22.02.2025

Date of Mfg / Jata nponssogcrsa:  02/2025

Date of Expiry / I'ogen no:

01/2028

Analysis performed according ND / Ananns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyjbTaThl

Test / TloxazaTenb

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

BrucTep U3 MIeHKH

(nonuaTHICHOBOH/

Mo NPpUMEHEHHIO.

Package / Ynakogxa - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

MOJIMBHHHIXJIOPHIHOH

TMOJIMBHHHITHAEHXJIOPUAHOI) H
amoMuHueBoil Gonsry, mo 25
6MCTEPOB B KAPTOHHYIO MauKy
C BNOYKEHHEM 25 MHCTpYKLMii

Package / Vnakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneToK B OIUCTEp U3 NIEHKH TPEXCIOUHOM
(MBX/M3/MIBJIX) u antomunuesoti Goneru, ITo 2
win 3 dnucTepa BMecTe ¢ MHCTPYKLIHEH 1o
NpHMEHEeHHIO B KapToHHYI0 nauky. [To 20 tabnetok
B GHCTEp U3 MIEHKH MOTUBHHUIXTIOPHIHOM
(nonuaTHNEHOBOI / NONUBUHUIHASHXTOPUIHOM) 1
amomuHueBoH donsry, no 25 6aucTepoB B
KapTOHHYIO MauKy C BIOKEHHeM 25 WHCTPYKUMIA 110
IPUMEHEHHIO.

12 Labeling / Mapxuposxa According to ND /

B coorsercTun ¢ H]J

13 Storage conditions / Ycaosua

XpaHeHHs BbILe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TeMTIepaType He

14 | Shelflife / Cpok rogHocTH 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeyanune: MpoaykT cooteeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwyeHue: OOOEBEPEHO

Checked by QC In-Charge / D =9
[okymeHT nposepeH OKK: ‘;5!:/ :

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

Date /

L0222
[ara: 42 -

Date /

UeoZ 2025
[ara: 21
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