Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Page 1 of 4/ Ctp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485067

Batch Quantity / O6bem cepun:

5843packs / ynakoBox

‘|AR No / Ananntuueckuii oruer Ne : ARF/094/2025

Date of Analysis / laTa ananmza: 03.04.2025

Date of Mfg / lata nponssoacra:  03/2025

Date of Expiry / I'oaen a0:

02/2028

Analysis performed according ND / Anasn3 nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / lokazarensb

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTseTcTBYET

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 Kpyrmnbie TabneTku co
CKOLIEHHBLIMH KPasiMK OT KOPHYHEBOTO J10 TEMHO-
KOPHYHEBOrO LIBETa ¢ BKparnieHusiMu. Ha oaHoii
cropose TabneTku BeiAaBaeHo cnoBo «CIPLAy, Ha
APYTO¥ - NHHMS pa3foMa.

2 | Identification / [ToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBetcTByeT OkpatuuBaHue aMMHag9HOTO PacTBOpa B KpacHsl
AHTPaxXHHOHOBBIE TTTHKO3HIIbI oo
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTtBeTcTBYeET chromatogram of the sample solution should
Mertunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yepAHBaHUA OCHOBHOIO MMKA HA XpOMarorpaMmme
MCMBITYEMOr0 pacTBOpa A0MKHO COOTBETCTBOBATh
BpEMEHH Y/IepKHBaHHA OCHOBHOIO NHKa Ha
XpoMaTorpamMme CTaHAApPTHOTO pacTsopa
mMeTuianaparuapokcubensoara (paszaen
«MeTunnaparuapokcubeH3oar).

3 | Average weight / Cpenuss
macca

187.42mg / 187,42mr

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

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykT cooTBeTCTBYET TPpeboBaHUAM H,D,

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / %ﬁ»—«"

Approved by QA In-Charge /

@i

[okymeHT nposeper OKK: [JokymeHT onobpeH OOK:
Date / Date /
Oate: O3 o4-wo)s— fata: O Y e =S
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-

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAHE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485067 Batch Quantity / O6bem cepun:  5843packs / ynakoBox

AR No / Ananurnyecknii oryer Ne : ARF/094/2025|Date of Analysis / aTa ananusa: 03.04.2025

Date of Mfg / lara nponssoacrea:  03/2025 Date of Expiry / I'ogen jo: 02/2028

Analysis performed according ND / Ananu3 nposenén mo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesynsTaThi Specification / Hopma
e Test / [oka3aTen

4 | Uniformity of weight / Complies / CooTtBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7.5
OaHOpOAHOCTE MO Macce %

) 2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 %

Macce TPH BLICYIIUBAHHH

6 Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosnnos uepes 120 Mmux

7 | Uniformity of Dosage units / AV=355 The acceptability index forn= 10 AV <L1.
OnHOPOJHOCTb 103UPOBAHUS In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < LI. All values of xi must satisfy the
inequality:

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

L1=150; L2=25.0.

[Toxasatens npuemnemoctd s n=10 AV <LI.

B cnyuae, ecnu 3Hauenue AV npessimaet L1,
MPOBOJSAT UCTILITAHHE Ha cienyromux 20 obpasuax.
Jlna n=30 AV < LI1. Bce 3Ha4eHMUsA Xi 10KHBI
YAOBJIETBOPATH HEPABEHCTRY:

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

L1=150; L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnyectenHoe onpeneneHue 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpns) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,05Mr/Tab CEHHO3M/IOB B NepecyeTe HA CEHHO3MA B B 0HOM
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanume: Mpoayxr cooteerctByeT TpebosaHuam HI | 3aknwoyenue: OJOBPEHO
Checked by QC In-Charge / Lo Approved by QA In-Charge / 3
[okymeHnT nposeper OKK: % : OokymeHT ogobpen OOK: /
Date / Date / n
o 4 fO0Y.2202-5
fara: © 3.0 f.202% Jara: D20k
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CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne: 485067 Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / Anaantuueckuii oruer Ne : ARF/094/2025

Date of Analysis / lata ananmsa: 03.04.2025

Date of Mfg / lata npoussoacra:  03/2025 Date of Expiry / 'onen no: 02/2028

Analysis performed according ND / Ananu3s nposenén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl

Test / MokazaTennb

Specification / Hopma

Content of Methyl 0.04 Img/tab
parahydroxybenzoate(HPLC)/
Conepixanue

MEeTHIIaparuipokcubensoaTa ' 0,04 1mr/Tab
(BOXX)

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

MICROBIAL LIMIT TEST/ Mukpo6nonoruyeckas 44CToTa

10 a)

Total Aerobic microbial count / 10
O61mee ancno a3pobHbIX
MHUKPOOPraHu3iMoB

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

10b)

Total combined yeast and mould
count / Obuiee uncno <10
TUIECHEBBIX W APOIKEBBIX
rpuboB

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

10¢)

Bile tolerant gram-negative Absent /OTcyTCTBYIOT
bacteria/ Ycroituusele K
JACHCTBHIO KCI4YH
rpaMoTpHiiaTesibHbie OakTepHu

Not more than 10”/ g / He Gonee 107 /r

10 d)

Staphylococcus aureus Absent /OTcyTCTBYIOT

Absent in 1 g/ OtcytctBue B 1 ¢

10¢)

Escherichia coli Absent /OTtcyTeTBYIOT

Absent in 1 g/ OtcytcTBue B 1

101

Salmonella Absent / OteyTeTBYI0T

Absent in 10 g / Orcyrerere B 10 g

Remarks : The Product conforms fo ND/
Mpumeyanue: Npoaykr cootseTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3akmoyenue: OOBPEHO

HokymeHT npoeepeH OKK:

Checked by QC In-Charge / A Approved by QA In-Charge /
st—:t’"_P [HokymeHT opobpeH OOK: %

Date /
[larta:

o o . 02

Date /
Larta:

03%.0Y4:2925
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page4 of 4 /Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne :

485067

Batch Quantity / O6bem cepun:

5843packs / ynakosok

AR No / Ananutnuecknii order Ne : ARF/094/2025

Date of Analysis / lara ananuza: 03.04.2025

Date of Mfg / lata npon3BojacTBa:

03/2025

Date of Expiry / I'ogen jio:

02/2028

Analysis performed according ND / Auann3 nposenén mo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTsl Specification / Hopma

. Test / [Tokasarenn

11 | Package / Ynakoeka Package / Ynakoska - 20 tablets |Package / Ynaxoska - 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. / [To 20 Tabnerok B 25 patient information leaflets in a carton. / Ilo 20
OnucTep U3 TIEHKH TabneTok B BiMCTEp U3 MJIEHKH TPEXCAO0HHOH
NOJIMBHHAIXJIOPHAHOM (IBX/IID/MIBAX) 1 amoMuHEEBOIt ponbri. [To 2
(NOJIM3TUIIEHOBOI/ uaM 3 6nucTepa BMECTe ¢ HHCTPYKLMEt 110
NONMBHHUIMACHXIOPHAHON) U | IPUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnetok
anmoMuHEMeBo# doabru, no 25 B GMCTEp M3 MIEHKH NONMBUHUIXIOPUIHOM
61MCTEpPOB B KAPTOHHYIO Mauky |(MOIM3THIEHOBOH / MOMHBUHUAMAEHXIOPUAHON) U
C BIIOKEHHEM 25 HHCTPYKLMH amoMuHHEBOH donbru, no 25 6nucrepos B
Mo MPUMEHEHHIO. KapTOHHYIO MayKy ¢ BAOKeHHeM 25 MHCTpYKUMH no

MPHMEHE HHIO.

12 Labeling / MapkupoBka According to ND /
B cootrBercTBuM ¢ HJ{

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

XpaHeHus Bhile 25 °C.
14 Shelf life / Cpok roanocTu 3 years/ 3 roma

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykT cooteeTcTBYET TPeboBaHnam HI

3aknwuenue: O0OEPEHO

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

Approved by QA In-Charge /
OoxkymeHT ogobpen OOK:

BB

Date /

fata. €3 04 1e0c

Date /

oo 02 0y 2025
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