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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Pagel of4 /Crp.1nu34

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485068

Batch Quantity / O6bem cepuu:

5850packs / ynaxkosox

‘AR No / ApaanTuuecknii oraer Ne : ARF/096/2025

Date of Analysis / lara anasmsa: 04.04.2025

Date of Mfg / laTa nponssoacrsa:  03/2025

Date of Expiry / T'onen jo:

02/2028

Analysis performed according ND / Anann3 nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [ToxazaTenn

Result / PesynbTaThl

Specification / Hopma

1 | Description / OnucaHue

Complies / CoorseTcTBYET

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 kpyrisie Tabnerku co
CKOIIEHHBIMH KPasiMi OT KOPHYHEBOI'O JI0 TEMHO-
KOPHYHEBOr0 1iBeTa ¢ BKpamiewuaMu. Ha ogHoli
cropoHe TabneTky BelaaBneHo cinoso «CIPLA», Ha
APYTOii -~ JIMHUA pazyoMa.

2 Identification / TTomuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteTtcrayer Okpalinsanne aMMHauHOro pacTBOpa B KpPacHbiif
ANTpPaXxHHOHOBBIE TTHKO3HIbI e
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootseTcTBYeT chromatogram of the sample solution should
MerunnaparuapokcubeH3oaT corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBaHUs OCHOBHOIO [IMKA HA XPOMATOrpamMme
MCIBITYEMOTO PAcTBOPa AOKHO COOTBETCTBOBATh
BPEMEHH YIeP)KUBAHUA OCHOBHOIO TTHKA Ha
XpOMETOTPaMMe CTaHIapTHOro PacTBOpa
MeTHInaparuapokcubeHsoata (pasaen
«MeTunnaparuapokcudeHs3oar).

3 Average weight / Cpennss
macca

190.25mg / 190,25mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
lMpumeuaHue: [podyKT cooTBeTCTBYET TpebosaHuam HJJ

Conclusion : APPROVED /
3aknwyenue: O0OEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: ?ﬁ,bj

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

G-

Date /

[aTa: 0L 0k 9oL

Date /

Jata: 05 0u.202¢
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CEPTHOUKAT

Cipla

CERTIFICATE OF ANALYSIS

AHAJIM3A

Page2 of 4 / Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnn Ne: 485068

Batch Quantity / O6nem cepun:

5850packs / ymakoBok

AR No / Apaaarngeckuii oruer Ne : ARF/096/2025

Date of Analysis / Tara ananm3za:  04.04.2025

Date of Mfg / lata nponzsoacrsa: _ 03/2025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Anasn3 nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / PesyabTaTs! Specification / Hopma

" Test / Tlokasaresib

4 | Uniformity of weight / Complies / CootBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7.5
OnHOPOIHOCTE MO Macce %

2/20 tablets NMT £15% / 2/20 ve Gonee + [5%

5 | Loss on drying / TToreps B 1.8% NMT 6.0 % / He Gonee 6,0 %

Macce NpH BeICYHIHBAHHH

6 | Dissolution / 84-95% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenno3nnos yepes 120 Mmun

T Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV < LI,
OHOPOIHOCTh 103HPOBAHMA 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.

LI = 15.0{ 12 =25.0.

[Mokazarens npuemiemoctu i n=10 AV < L1.

B cnyuae, eciin 3HaueHue AV npesbimaet L1,
NMPOBOIAT UCIIbITAHHE HA ciaelytownx 20 obpasuax.
Ilnsi n=30 AV < LI. Bee 3HaueHus Xi A0JDKHbI
V/IOBNETBOPATH HEPABEHCTBY:

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

L1 = [5.0:12=25.0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonudecTseHHOE oOnpejeleHne 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)

14,07mr/Ta6 CEHHO3M/IOB B MEpecyeTe HA CEHHO3KI B B onHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouyenue: O0OBEPEHO

Checked by QC In-Charge / 7&}

LokymeHT nposepeH OKK:

Approved by QA In-Charge /
JokymeHT ofobper OOK:

-

Date /
Hara:

OLt-oe 2018

Date /

P 0 S 0Y4.2025

L e
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 w3z 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepunt Ne: 485068

Batch Quantity / O6bem cepun:  5850packs / ynakosok

AR No / Asanutnuecknii oruer Ne : ARF/096/2025

Date of Analysis / lara ananuza: 04.04.2025

Date of Mfg / lata npousBogcrBa:  03/2025

Date of Expiry / I'ogen no: 02/2028

Analysis performed according ND / Ananns nposeaén no H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / Pe3yabTaThi Specification / Hopma
% Test / Ilokazatenn
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mmr/Tab.

parahydroxybenzoate(HPLC)/
ConepixaHue :
MeTHInaparuapokcubensoara 0,041 Mr/126
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuolioriieckas yucroTa

10a) | Total Aerobic microbial count / 10
Of6iuiee 4KCII0 a3POBHBIX Not more than 10" ¢fu/ g / He 6onee 10" /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obuiee yKcno <10
[UIECHEBBIX M IPONKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYOT Not more than 10*/ g / He 6onee 10° /r
bacteria/ Ycroitunssie K
JCUCTBHIO KeT9H
rpamMoTpuLaTesbHble GaKTepHu

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

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/OtcytctBueB 1 r

101) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Otcytcteue B 10 g

Remarks : The Product conforms to ND/

Mpumeyanue: Mpogykr cooTeeTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyeHue: OQOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / & o p W
[okymeHT nposepeH OKK: B HokymeHT ogobpeH OOK: >t
Date/ Date /

fara; ©%¢- 0 1ora” fara: 05<0Y4-2025

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOHKAT AHAJIM3A

Page 4 of 4/ Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485068

Batch Quantity / Oobem cepun:

5850packs / ynakoBok

AR No / Asannraueckuii oraer Ne : ARF/096/2025

Date of Analysis / lara anannza: 04.04.2025

Date of Mfg / lata npousBoacrsa:  03/2025

Date of Expiry / I'ogen mo:

02/2028

Analysis performed according ND / Ananu3 nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabraTsl Specification / Hopma

- Test / [TokasaTesn

11 | Package / ¥YnakoBka Package / ¥YnakoBka - 20 tablets |Package / Vnakoska - 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
OnHeTep M3 IUIEHKH TabneTok B BIHCTEP K3 NIEHKH TPEXCIOHHOH
MOJMBHHUIXJIOPUAHOH (MBX/A13/TIBJIX) n antoMuHHeBoi# ¢onsru. ITo 2
(nonuaTHIEHOBOI/ unu 3 Gaucrepa BMeCTe ¢ HHCTPYKUMEH no
MONMBHHUITHACHXIOPUIHOH) H  |MPUMEHEHMIO B KAPTOHHYIO nayky. [To 20 tabnerok
AMOMHHUEBOI donbru, no 25 B GJIMCTEpP U3 IUIEHKH MOJMBHHUIXIOPH/IHOM
61MCTEPOB B KAPTOHHYIO Nadky |(MONMITHIIEHOBOK / MONMBUHHAHIEHXJIOPHAHOI) H
C BIIOXKEHUeM 25 HHCTpYKUMit AMOMHHKEBO# (oNbrH, Mo 25 OnucTepos B
10 NPHMEHEHHIO. KapTOHHYIO NA4Ky C BIOMEeHHeM 25 HHCTPYKUHH 1o

[PUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cootsetcTBun ¢ H]|

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

XpaHeHHUA Bbime 25 °C.
14 Shelf life / Cpok romHocTu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeTcTBYET TpeboBanuam HI

Conclusion : APPROVED /
3aknwouenme: O0OEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

§ = 5 [ 1%
HokymeHT nposepeH OKK: - D, [HokymeHT opobper OOK: %
Date / o Date / oM< 20
fata: ©H - Ot 2o > naa: 0S <O\ 7 =g
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