Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

LY

Page 1 of4/Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepust No: 485159

Batch Quantity / O6bem cepun:

5841packs / ynakoBok

'|AR No / Anaautnuecknii oruer Ne : ARF/238/2025|Date of Analysis / laTa ananuza: 05.11.2025

10/2025

Date of Mfg / /lata npou3Boacrea:

Date of Expiry / I'ogen no:

09/2028

Analysis performed according ND / Auasiu3s nposexén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

% Test / [Mokasarein

Result / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucanne

Complies / CooTreTcTRYET

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 kpyribie TabneTku co
CKOUIEHHBIMH KPasMH OT KOPHHHEBOTO JI0 TEMHO-
KOPHYHEBOTO0 LBETA ¢ BKparmeHusMu. Ha onHoi
CTOpOHe TabneTku BuinapieHo cnoso «CIPLAY, Ha
JIpYToii - THHUS pazjoma.

2 Identification / IToanuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
I — CooteetcTByeT ;);?ramnsaune aAMMHAYHOTrO pacTBOpa B KpacHslii
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoortsercTByer chromatogram of the sample solution should
Metunnaparuapokcuberzoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEPXKHBAHHS OCHOBHOTO MHKA HA XPOMATOTpaMMe
HCTIBITYEMOr0 PacTBOPa JOMKHO COOTBETCTBOBATS
BPEMEHH Y/Iep)KHBaHUSA OCHOBHOIO MHKA Ha
XpOMAaTOrpamMme CTaHJapTHOrO PAcTBOpa
MeTHInaparuapokcubdensoara (pasnen
«MeTtunnaparuapokcubensoar).

3 | Average weight / Cpenusis
macca

186.53mg / 186,53mr

189.99 mg £7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuyanue: MNpogykT cooTBeTCTRYET TpebosaHuam H

Conclusion : APPROVED /
3aknwoyenue: OJOEPEHO

Checked by QC In-Charge /
JlokymeHT nposepeH OKK: ‘5£ v

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

Date /

s ~
ﬂaTa' s L\ 140 )-¢

Date /

flatra: 0S5 \\+ 20925
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Product: SE‘JNADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485159 Batch Quantity / O6wem cepun:  5841packs / ynakoBok

*|AR No / Ananurnuecknii otuer Ne : ARF/238/2025|Date of Analysis / lata anaamuza: 05.11.2025

Date of Mfg / lata npou3soacra:  10/2025 Date of Expiry / I'onen no: 09/2028

Analysis performed according ND / Ananns nposeaén mo H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesysibTaThl Specification / Hopma
B Test / Moka3zaTens

4 | Uniformity of weight / Complies / CooTBetcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue donee + 7,5
OHOpOIHOCTE 10 Macce %

; 2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toteps B 22% NMT 6.0 % / He 6onee 6,0 %

Macce TIPH BbICYIIHBAHUH

6 Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenHo3unos yepes 120 mun

7 | Uniformity of Dosage units / AV=538 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE N03HPOBAHHS In the case where the value of AV exceeds L1, a

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

AV = LI1. All values of xi must satisfy the
inequality:

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

L1 =1510:12=250.

[Tokasatens npuemnemocty st n=10 AV < L1,

B ciyuae, ecnu 3Hauende AV npessimaer L1,
MPOBOAAT UCTIBITAHNE Ha crienyloux 20 odpa3uax.
JUisi n=30 AV <L1. Bce 3Ha4eHUs Xi NOJHKHBI
YAOBJIETBOPATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuectsennoe onpeneneHue 13.98mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) O1 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

13,98Mmr/Ta6 CEHHO3MJIOB B MepecyeTe Ha ceHHo3ua B B oanHoii
TabueTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: Mpogykr cooTBeTcTBYET TpeboraHuam HI | 3aknwovenue: O[JOEPEHO
Checked by QC In-Charge / ; Approved by QA In-Charge / :
[okymeHT nposepeH OKK: 7 ﬁm HokymeHT ogo6peH OOK: _@y;,
Date / < - Date /
ﬂaTa Q ¥ \\‘1/01——_& 'D'a-ra: 05‘\‘“ 20 25
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Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485159

Batch Quantity / O6bem cepuu:

5841packs / ynakosox

AR No / Ananmrnueckuii otuer No : ARF/238/2025 | Date of Analysis / Jlata anaamsa: 05.11.2025

10/2025

Date of Mfg / laTa npousBoscTsa:

Date of Expiry / l'oaen axo:

09/2028

Analysis performed according ND / Anann3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / [Toka3aTenn

Result / PesynbraThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparuapokcubenzoara
(B2XKX)

0.039mg/tab

0,039mr/Tad

0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 Mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo6Honorugeckas 44cToTa

10a) | Total Aerobic microbial count /
O0uiee 4ucno azpobHBIX 20
MHKPOOPraHH3MOB

Not more than 10* cfu/ g / He Gonree 10% /r

10b) | Total combined yeast and mould
count / O61zee uneno
MJIECHEBbIX H IPOAOKEBBIX
rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroitaussie x
JEHCTBHUIO KETUHU
rpamMoTpHLATe/IbHbIE DaKTEPHH

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin | g/OrcytctBHe B 1 T

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin | g/ Orcyrcteue B 1 1

100 | Salmonella

Absent / OTCYTCTBYIOT

Absentin 10 g / OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cooreeTcTByeT TpeboBaHuam HO

Conclusion : APPROVED /
3aknoyenune: O0OBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: ”__/\_,ltt—"

Approved by QA In-Charge /
HokymeHT ogo6peH OOK:

e

Date /

fata: 9%- .o

Date / 05 \1- 2095

Hara:
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[Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepnsn Ne: 485159 Batch Quantity / O6nem cepun:  5841packs / ynakosok
AR No / Apanurnuecknii oruer Ne : ARF/238/2025|Date of Analysis / Iara anaamsza: 05.11.2025
Date of Mfg / lata npousBoactea:  10/2025 Date of Expiry / I'onen ao: 09/2028
Analysis performed according ND / Ananus nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3zm. Ne 1 ot 09.07.2024
Result / PesyabTaTsl Specification / Hopma
o Test / [Toka3aTesb
11 | Package / YnakoBka Package / Ynakoeka - 20 tablets |Package / ¥nakoska - 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
OnucTep U3 MIeHKH TabneTok B OMMCTEp W3 MUIGHKH TPEXCIOMUHOI
MOJHBAHUIXJIOPHAHOH (MBX/MOMBAX) u amomuuuesoit donsru. [To 2
(MOTHITHIIEHOBOH/ Wik 3 OnucTepa BMeCTe ¢ MHCTPYKUHEH no
NOJHBHHHIMACHXJIOPHAHOM) M |IPUMEHEHHIO B KApTOHHYIO nmauky. [To 20 tabnerok
amoMHHHEBOI (oabry, no 25 B OnIMCTEp U3 MUIEHKH NOJTHBHHUIXJIOPUIHO#H
GMUCTEPOB B KAPTOHHYIO nauky |(MONHITUICHOBOI / MONMBHHIIMICHXIOPHIIHOI) 1
C BIOWEHHEM 25 UHCTPYKUHH anmoMuHueBoH Gonbru, mo 25 6auctepos B
M0 NPUMEHEHHUIO. KapTOHHYIO MAayKy ¢ BJOMEHHEM 25 HHCTPYKIHIE o
NPHMEHCHHUIO.
12 Labeling / Mapkuposka According to ND /
B cooteTcTBuu ¢ H]T
13 | Storage conditions / Yciosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temrneparype He
XpaHeHHs Bhie 25 °C.
14 Shelf life / Cpok ronHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeydanue: MNpoaykr cootseTcTBYET TpebosaHusam HA

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge / _
JNokymeHT nposepeH OKK: "Q/w

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

S

Date /

fata: €S- U oy

Date /

0s-\\1202%
Oara:
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