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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1of 4/ Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne :

485168

Batch Quantity / O6sem cepuu:

5844 packs / ynakosok

AR No / Anaaurnueckuit oruer No : ARF/252/2025

Date of Analysis / Jlata ananusa:

17.11.2025

Date of Mfg / Jlata npou3so/jacraa:

11/2025

Date of Expiry / Iojen go:

10/2028

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, uam. Ne 1 or 09.07.2024

Result / PesynbTatsl

Specification / Hopma

Mertunnaparuapoxcudenzoar
(BDXKX)

Ne
Test / Iloxkazarenn
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. / I1nockue kpyravie TabieTku co
CKOIIEHHBIMH KPaAMi OT KOPHYHEBOTO JI0 TEMHO-
KOPUYHEBOrC LBeTa ¢ BkpareHusmMu. Ha oxHoii
cropoHe TadneTku BeiaarnaeHo cioso « CIPLA», na
IpYroi - IHHUSL pasjioma.
2 | Identification / llonnuuxocTh
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtsercTRyET OkpauimpaHue aMMHAauHOrO PacTBOpa B KPacHbI
AHTPaXUHOHOBbIE [THKO3HIbI
LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsetcTBYET chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methy]
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
YHAEPKUBAHHA OCHOBHOTO [MMKA Ha XpoMaTorpaMmme
HCIIBITYEMOIO pacTBOPa NOJIKHO COOTBETCTBOBATEH
BPEMEHH VJIEPXKHUBAHHWA OCHOBHOI'O NUKA HA
XpOMaTOrpamme CTaHaapTHOro pacTeopa
MeTuInaparuapokcndensoara (pasaen
«Metnnnaparuipokcudenzoar).

LI

Average weight / Cpennsa
macca

191.28mg / 191,28mr

=

189.99 mg +7.5% / 189,99 mr +7.5%

Remarks : The Product conforms to ND/

Mpumeyvanue: MNpoaykr cooteeTcTeyeT TpeboBaHmsm HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /  __.{~ (- Approved by QA In-Charge / 7 ¢
HokyMmeHT npoeepeH OKK: Jiﬁ“ = [okymeHT ogobpeH OOK. O‘_j\/\‘/ ==
Date / ‘ . Date /

Harae 1 O T3S0 fara: \ 12004

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao

FMQC003-15-10

Kadam Marg, Lower Parel, Mumbai - 400013, India.

At : Simchem Pvit. Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403312




Cipla

CERTIFICATE OF ANALYSIS

“

CEPTUDPHUKAT AHAJIM3A
- Page 2 of 4 /Ctp. 2 u3 4
Product: SENADE TABLETS 13,5 mg IlpoaykT: CEHA,I[E@, TABJETKH 13,5 mr
Batch No / Cepust Ne: 485168 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / Auanutngecknii oruer Ne : ARF/252/2025|Date of Analysis / lara anannza: 17.11.2025
Date of Mfg / lata nponssoacrea:  11/2025 Date of Expiry / I'onen no: 10/2028

Analysis performed according ND / Anasau3 nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / Pe3ysibTarsl Specification / Hopma

Test / Ilokaszareib

4 | Uniformity of weight /

OHHOPOIIHOCTI:- nmo Macce

Complies / CooTsercTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gosee + 7,5
%
2/20 tablets NMT =15% / 2/20 ne Gonee = 15%

Loss on drying / [ToTeps B
Macce [pK BbICY IHBAHUI

1.9%

NMT 6.0 % / He 6onee 6,0 %

Dissolution /
PacteopeHue

78-88%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoznnos 4epes 120 mun

Uniformity of Dosage units /
OIHOPOIHOCTb 03WPOBAHMSA

AV =356

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=230

AV <L1. All values of xi must satisfy the
inequality:

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

L= 15.0512=2510.

[Tokasarens npuemaemoctd g n=10 AV < L1.

B ciyyae, ecnu 3Hauenre AV npesbiinaet LI,
MPOBOAT HCTIbITAHHE HA cneayomux 20 odpa3suax.
Jnan=30 AV < L1. Bce 3HaueHusa Xi NOMAKHbBI
YJIOBAETBOPATE HEPABEHCTBY:

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

L1=15,0;12=250.

Assay (Spectrophotometry)
KonuyecTBeHHOe oOnpeneneHne
(CnexrpodoromeTpus)

14.02mg/tab /

14,02mr/1ad

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 po 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3MIIOB B TlepecueTe Ha CeHHO3uM B B 0nHOi
TabneTKe.

Remarks : The Product conforms to ND/
MNMpumeyanue: [poaykT cooTBeTCTBYET TpebosaHnam HJ

Conclusion : APPROVED /
3akniwoyenue: OOBPEHO

Checked by QC In-Charge /

Y | Approved by QA In-Charge /
[okymeHT nposepeH :

Sf{_ Ces | [okymeHT o06pes OOK:

Aaxet

| Date/
| daTa:

Date /

(T-ll202 &
Oata:

- W\-uere

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
" CEPTUDOHUKAT AHAJIM3A

Page3 of4/Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJETKHA 13,5 mr

Batch Na / Cepust Ne: 485168 Batch Quantity / O6wem cepun:  5844packs / ynakosok
AR No / Anaauruuecknii oruer Ne: ARF/252/2025 | Date of Analysis / Jlava anann3za: 17.11.2025
Date of Mfg / Jlara npoussojgersa:  11/2025 Date of Expiry / I'oaen jo: 10/2028

Analysis performed according ND / Ananns nposeaén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / TTokaszarenns

Result / PesyasTarsi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepaxaHue
METWINaparuapoxcudeHsoara
(B3XKX)

0.037mg/tab

0,037mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruieckas YncToTa

10a) | Total Aerobic microbial count /
OBuiee 4ncno aspodHbIX 40 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° ¢fu/ g /He Gonee 10° /r
count / Obuiee yuco <10
IJIECHEBBIX M [IPOKIKERbIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107 / g / He Gonee 107 /v
bacteria/ Veroliuuseie K
JNENUCTBHIO KENHH
rpaMoTpHLATEIbHbIC OaKTePHH

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytctBHe B | T

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytcrBue B 1 1

100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Oreyrerane B 10 g

Remarks : The Product conforms to ND/
MNpumeyaHue: MNpoaykr cootBeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposeper OKK. 1« &£—F HlokymenT opobpen OOK A\

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400015, India.
At : Simchem Pvt. Ltd.. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
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CEPTHOHUKAT AHAJIM3A

Page 4 0f4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAIIE®, TABJIETKH 13.5 mr

Batch No / Cepust Ne: 485168

Batch Quantity / O6bem cepnu:

S5844packs / ynakosok

‘AR No / Ananurnaecknii oryer Ne: ARF/252/2025

Date of Analysis / laTa anannsa:

17.11.2025

Date of Mfg / Tata uponssojcrsa:  11/2025

Date of Expiry / l'ogen jo:

10/2028

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

Result / Pesyabrarsi Specification / Hopma
Ne
i Test / [TokasaTenns

11 | Package / YnakoBka Package / YrakoBka - 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. / ITo 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
OJIUCTEp W3 MIEHKH TabneTok B OJIMCTep M3 TIEHKH TPeXCAOHHOM
MOJMBUHUIXIOPUIHOM (IIBX/TI2/MIBJAX) u amomunnesoit goabru. [To 2
(TTOAU3THIIEHOBOT/ 1M 3 GucTtepa BMecTe ¢ HHCTPYKIIHEH 1Mo
NOJUBHHWIMAECHXTOPHUAHOM) U |MPUMEHEHHIO B KapTOHHY10 nauky. I1o 20 tabnetok
amoMuHaKMeBO# donnru, no 25 B OHCTEp W3 NJCHKH MOJMBHHUIXIOPHIHOI
OJIMCTEPOB B KAPTOHHYIO NA4Ky |(MOJHUITHIECHOBOH / NOJMBUHHIHAEHXIOPUIHOH) H
C BIOXKEHHEM 25 MHCTpYKIMii anoMuHueBoi (osbru, no 25 Gnaucrepos B
Mo PUMEHEHHIO. KapTOHHYIO Na4yKy C BIOXKEHHEM 25 WHCTPYKLMH 1o

MPHUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cootBeTcTBHH ¢ H]]

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

XpaHeHAs Bbime 25 °C.
14 Shelf life / Cpok roasocTy 3 years /3 roaa

Remarks : The Product conforms to ND/
Mpumeyvanwue: MNpoayKT cooTBETCTBYET TpebosaHuam HJ]

Conclusion : APPROVED /
3aknwouenune: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

- ji P

P & o Q) et
TlokymeHT nposeper OKK: -4 € .‘ JokymeHT ofobper OOK: /‘%’;\f/
Date / - “Date /
i s fera__\2eas

EMQC003-15-10

Cipla Lid.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At: Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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