Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

-~

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 485076

Batch Quantity / Oobem cepun:  5845packs / ynakosok

AR No / AnanaTaueckuii oTuet Ne : ARF/104/2025 | Date of Analysis / lata anaanza: 14.04.2025

Date of Mfg / Jara nponssoacrsa:  03/2025 Date of Expiry / T'onen fo: 02/2028

Analysis performed according ND / Ananns nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [TokazaTens

Result / PesyabTaThbl 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 kpyrabie TabneTku co
CKOIIEHHBIMH KPaiMH OT KOPUYHEBOTO [0 TEMHO-
KOPHYHEBOTO I[BETA C BKparuieHusaMu. Ha oanoii
cropone Tabnerky Belaasneno cioso «CIPLA», na
JIpYToi - IMHHA pa3fioMa.

2 Identification / ITojutiHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OxpallMBaHHe AMMHAYHOTO PACTBOPA B KPAaCHbIH
AHTPaxWHOHOBBIE TTTHKO3NIB! oS,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootsercTByer chromatogram of the sample solution should
Merunnaparuipokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
Y/epKHBaHHs OCHOBHOTO IIHKA Ha XpOMaTorpaMme
MCTILITYEMOTO PACTBOPA IOJKHO COOTBETCTBOBATh
BpPEMEHH Y/IEPKHUBAHUS OCHOBHOIO MHKA Ha
XpoMaTorpamme CTaHIapTHOTO pacTBopa
MeTHITaparuapokcHbensoara (paszaen
«MeTtwimaparupokcubensoar).

3 | Average weight / Cpennss
mMacca

188.42mg / 188,42mr 189.99 mg +7.5%/ 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumevanume: MpoaykT cooteeTcTByeT TpebosaHusm HA | 3aknwyenue: OQOBPEHO

Checked by QC In-Charge / %( =¥
[okymeHT nposepeHr OKK: =

Approved by QA In-Charge /
[oxymeHT ogoBper OOK: wf

Date /

Date /

Pers: |G <o 2025

FMQCO003-15-10

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
: CEPTHOUKAT AHAJIN3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Date of Mfg / laTa npon3BojacTBa:

Batch No / Cepus Ne: 485076 Batch Quantity / O6bem cepun:  5845packs / ynakosok
AR No / Anaautuuecknii oraer Ne : ARF/104/2025|Date of Analysis / Jlata ananan3a:  14.04.2025
03/2025 Date of Expiry / T'onen no: 02/2028

Analysis performed according ND / Auanns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / PesyabraThl Specification / Hopma
" Test / [NokazaTesb

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18720 tablets NMT + 7.5 % / 18/20 ne bonee = 7,5
OIHOPOAHOCTE MO Macce %

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

5 Loss on drying / IToteps B 2.0% NMT 6.0 % / He 6onee 6,0 %

Macce IpH BhICYIIHBAHHH

6 | Dissolution / 81-95% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) ceHHO3HI0B Yepe3 120 MuH

7 | Uniformity of Dosage units / AV =53 The acceptability index forn =10 AV <L1.
OnHOPOAHOCTE I03HPOBAHHS 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;1L2 = 25.0.

INToka3zaTens npuemaemocTy g n=10 AV <L1.

B ciyuae, ecnu 3Hadenne AV npespiuaet L1,
MPOBOJIAT MCMbITaHUE Ha creayromux 20 obpasuax.
Jina n=30 AV < L1. Bce 3Ha4eHus Xi JOIAHBI
YIOBJIETBOPATH 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
KonuuecTreHHOE oOnpejeneHue 13.98mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriekTpodoTOMETPHA) Ot 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)

13,98Mmr/1a6 CEHHO3HMOB B IlepecueTe Ha CeHHO3ud B B onHO#H
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTCTBYET TpeboBaHusamM HJ

Conclusion : APPROVED /
3aknwyenue: OOOEPEHO

Checked by-QC In-Charge / 9
HokymeHT npoeepeH OKK: "Pf»a ‘

Approved by QA In-Charge /
HokymeHT ogobper OOK:

FF=

Date / /0.
N { “4.r0L8

Date /

fata: |- oM 2025

FMQCO003-15-10

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
N CEPTUD®UKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepast Ne: 485076

Batch Quantity / O6bem cepan:  5845packs / ynakoBok

AR No / ApanaTnuecknii oruer No : ARF/104/2025

Date of Analysis / lara ananmsa: 14.04.2025

Date of Mfg / Jata npon3soacrea:  03/2025

Date of Expiry /T'onen go: 02/2028

Analysis performed according NI / Anannz nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesybTaTnl Specification / Hopma
- Test / IokazaTens
9 | Content of Methyl 0.037mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MEeTHInaparupokcudensoara 0.037M1/1a6
(B9XKX)

10 | MICROBIAL LIMIT TEST/ MUKpoOHONOrHY€CKas YHCTOTA

10a) | Total Aerobic microbial count / 20

O6mee uncsio adpobHbIX
MHKPOOPTaHH3MOB

Not more than 10* ¢fi/ g / He Gomee 10* /1

10b) | Total combined yeast and mould
count / Obmiee uncno

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

<10
TUIECHEBBIX W JPOJKKEBBIX .
rpubor '
10¢) | Bile tolerant gram-negative Absent /OTcyTCTRYIOT Not more than 10/ g / He Gonee 10° /r
bacteria/ Ycroifausbie K
JEACTBHIO XKEITIH
rpaMoTpHUATelIbHbIe OaKTEpUH
10 d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OTcyrctBHEB 1 T
10¢) | Escherichia coli Absent /OTeyTCTBYIOT Absentin 1 g/ Orcyrcteue B I 1
109) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooteeTcTayeT TpebosaHuam HO | 3aknwyeHune: OOQOEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: %OJ

Approved by QA In-Charge / &
OokymeHT ogobper OOK: %}‘/

Date /

Nara: | Lt 04 10087

Date /

fara: is.ou 2029

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 4/ Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485076 Batch Quantity / O6bem cepum:  5845packs / ynakoBok
AR No / Auaantudecknii order Ne : ARF/104/2025|Date of Analysis / lara anammza: 14.04.2025
Date of Mfg / lata mpoussojacTea:  03/2025 Date of Expiry / I'onen no: 02/2028

Analysis performed according ND / Aranu3 nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / II N013745/01-180522, u3m. Ne 1 ot 09.07.2024

]

Result / PesyabTaThi Specification / Hopma

B Test / Ioka3zaTen ‘

11 | Package / YnakoBka Package / Vnakoska - 20 tablets |Package / Ynaxoxa - 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 W3 MIEHKA TabneTok B OIUCTEDP M3 MIEHKH TPEXCIOHHOH
MOMTMBUHHIXJIOPHIHOH (IIBX/TI2MIBAX) u amoMuHKeBoii Gombru. ITo 2
(MONMU3THICHOBOMH/ wiH 3 GnucTepa BMeCTe ¢ MHCTPYKIMEH 1o
HONHMBUHHUIMACHXIOPHIHOM) M | IPHMEHEHHIO B KapTOHHY0 nauky. [To 20 tabaerok
amoMuH1eBOH (onbry, mo 25 B OJIMCTEp M3 TUIEHKH MOJMBHHHIXJIOPHIHOM
OJIMCTEPOB B KAPTOHHYIO 24Ky | (MONU3THIEHOBOH / MOTHBHHHIHIECHXIIOPHIHOI) A
C BIIOXeHUeM 25 MHCTPYKLHIE amoMKUHHeBOH donbru, no 25 61ucTepoR B
TI0 PUMEHEHHIO. KapTOHHYIO Ma4Ky C BJIOKEHHEM 25 HHCTPYKLHH 110

TIPUMEHEHHIO.

12 Labeling / MapkxupoBka According to ND /
B cootBercTBHHM ¢ H]]

13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyXoM MecTe TIpH TeMTIepaType He

XpaHeHHs Beime 25 °C.
14 | Shelf life / Cpox rogrocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooteeTcTByET TpebosaHusam HI

Conclusion : APPROVED /
3aknwyeHue: OOOBPEHO

Checked by QC In-Charge / =0
[okymeHT nposeper OKK: & .

Approved by QA In-Charge /
DokymeHT ogobper OOK:

Bhs

Date /
[arta:

| Hooef po2 X

Date /

Hete: (G <oy 2025

FMQCO003-15-10

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




