Cipla

CERTIFICATE OF ANALYSIS
. CEPTHPHKAT AHAJIM3A

Page 1 of 4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485071

Batch Quantity / O6bem cepuu:

5849packs / ynakoBok

AR No / Ananurnuecknii orger Ne : ARF/099/2025

Date of Analysis / Jlara anannza: 08.04.2025

Date of Mfg / Jlara nponssoacrsa: _ 03/2025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Ananus nposenén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Test / NlokazaTens

Result / PesyabTaThl

Specification / Hopma

1 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. / [Tnockue Kpyriibie TabneTku co
CKOLLIEHHbIMH KPasiMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOro uBeTa ¢ BkpamieHusamu. Ha oaHoii
cropone Tabnerky BolaapneHo cioBo «CIPLA», Ha
JApYroii - TRHHsA pasnoma.

2 Identification / [ToanuHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpalliBaHie aMMHAYHOrO pacTBOPAa B KPacHslil
AHTPaxMHOHOBBIE TITHKO3H/1bI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoorBeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHA OCHOBHOIO MHKA HA XpOMaTorpamme
MCMLITYEMOTO PacTBOpPa AOJKHO COOTBETCTBOBATh
BpEMEHH YIepKHBaHHA OCHOBHOTO NHKAa Ha
XpoMaTorpaMme CTaHIapTHOTO PacTsopa
MeTHanaparuapokcubensoara (paszaen
«Mertunnaparuapokcnbensoar).

Average weight / Cpenuss

(V%]

Mmacca

189.97mg / 189.97mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cooTeeTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3aknwyeHue: OQOEPEHO

Checked by QC In-Charge / (o
[okymeHT nposepeH OKK: 5§”

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

A

Date / O oaLs1

[ara:

Date /

Dara: 04.0u-.2025
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Cipla

CERTIFICATE OF ANALYSIS
: CEPTH®UKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485071

Batch Quantity / O6bemM cepun:

5849packs / ynakoBok

AR No / Anaautnuecknii oruer Ne : ARF/099/2025

Date of Analysis / lara anamnuza: 08.04.2025

Date of Mfg / Jlata npoussoacrsa:  03/2025

Date of Expiry / T'oaen no:

02/2028

Analysis performed according ND / Anann3 nposeaén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Result / PesyabTatsl Specification / Hopma
- Test / Toxkasarens

4 | Uniformity of weight / Complies / CoorBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
OaHOPOAHOCTS M0 Macce %

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

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

Macce MpH BbICYLIMBAHIH

6 | Dissolution/ 81-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos uepe3s 120 muu

7 | Uniformity of Dosage units / AV=6.0 The acceptability index forn=10 AV < L1.
OHOPOAHOCTE 103HPOBAHHUA 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.

[Mokazatens npuemaemoctd ana n=10 AV < L1.

B cayuae, eciim 3HaveHne AV npespiuaer L1,
MPOBOAAT HCIbITaAHWE Ha caeayroulnx 20 obpasuax.
Jlna n=30 AV < 1. Bece 3HaueHus Xi JOJKHBI
YIOBNETBOPATH HEPABEHCTRY:

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

L3 =150; 1.2 =25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE ONpeaeneHHe 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpogoTomeTprs) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,07mr/1a6 CEHHO3HIOB B NepecyeTe Ha ceHHo3ua B B o1HOM
Tabnerxe.

Remarks . The Product conforms to ND/
Mpumeyanue: MpoaykT cootTeeTcTBYeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwoyenue: OQOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / e 9

HokymeHT nposepeH OKK: Uﬁ’ ; [HokymeHT ogobpex OOK: %){
Date / — Date / )

ﬂa.ra: R Olp.rert ﬂaTa: quoq.uq_g
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepus Ne : 485071

Batch Quantity / O6bem cepuu:

5849packs / ynakoBok

‘| AR No / Anaantuuecknii oruer Ne : ARF/099/2025 | Date of Analysis / lata ananuza: 08.04.2025

Date of Mfg / Jlata npoussojacrsa:  03/2025

Date of Expiry / I'ogen no:

02/2028

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

Test / NoxkazaTenn

Result / PesyabTatsi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTHnnaparuapokcubensoara
(B2XX)

0.042mg/tab

0,042mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoru4eckas 4ucTora

10a) | Total Aerobic microbial count / 20
ObuLee uncTo a3podHBIX

MHKPOOPTaHH3IMOB

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

10b) | Total combined yeast and mould
count / O6umee yucao
NJIECHEBBIX W APONIKEBBIX

rpuboB

<10

Not more than 107 cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiduBbie K
NEHCTBUIO KEMYH

rpamMoTpHLATeNbHble bakTepuu

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTeTBYIOT

Absentin | g/ OtcyrcrBue B | ¢

10¢) | Escherichia coli

Absent /OTcyTeTByIOT

Absent in 1 g/ OtcytcTBHEe B | T

100 | Salmonella

Absent / OteyTcTBytoT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanme: MpoayKT cooTsetcTeyeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge / )
NokymeHT npoeepeH OKK: 5:.;2/

Approved by QA In-Charge /
HoxymeHT ogobpeH OOK:

B

Date /

flata: e olG.r028

Date /
Harta:

09.0y. 2025

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIA3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
p

Batch No / Cepun Ne: 485071

Batch Quantity / O6nbem cepun:

5849packs / ynakoBox

AR No / Asanutnuecknii orger Ne : ARF/099/2025

Date of Analysis / Jata anaaunza: 08.04.2025

Date of Mfg / lata nponssoacrea:  03/2025

Date of Expiry / I'open no:

02/2028

Analysis performed according ND / Auanu3 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

Result / PesynbTaThl Specification / Hopma

e Test / [TokaszaTenn

11 | Package / Ynakoska 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. / Tlo 20 Tabnetok B 25 patient information leaflets in a carton. / I'lo 20
6aucTep U3 NIEHKH TabneTok B OMCTEP H3 MIEHKH TPEXCIOHHOI
MOJIMBUHHUIIXJIOPUAHO#H (MBX/ATO/MBIX) 1 amomuuuesoii Gponbru. IMo 2
(monuaTHACHOBOI/ uau 3 Gnucrepa BMeCTe € HHCTPYKLHeil no
TIONIMBUHUIMICHXIOPHAHOI) M |MPUMEHEHHIO B KapTOHHY0 nauky. [To 20 Tabnerok
AMOMHHKUEBOH (onbru, no 25 B GnucTep U3 MIEHKH MONHBHHUIXIOPHIHOI
GIMCTEPOB B KAPTOHHYIO MA4YKy |(MONHITHICHOBOM / MONUBHHHIMACHXNOPHAHOM) U
¢ BAOXKEHHEM 25 WHCTPYKIUH aMOMHHUEBO (onbru, no 25 6aUcTepos B
M0 MPUMEHEHHIO. KapTOHHYIO NMa4Ky ¢ BAOKEHHEM 25 UHCTPYKLMIA Mo

MPUMEHEHHIO.

12 Labeling / MapkupoBska According to ND /
B coorBercTenn ¢ HJ|

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe NMpH TeMmneparype He

XpaHeHHs Boiwe 25 °C.
14 Shelf life / Cpok roasocTu 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTByeT TpebosaHnam H

Conclusion : APPROVED /
3aknwyvenue: O0OEPEHO

Checked by QC In-Charge / r D
HokymeHT nposepeH OKK: ‘;‘5&/

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

TS

Date / 9%‘0Lf~'120'1/$’

fata:

Date /

Data. 04042025
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