Cibla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Pagelofd4/Crp.1u34
Product: SENADE TABLETS 13,5 mg Upoaysr: CEHAJIE®, TABJIETKH 13,5 mr
Batch Ne / Cepusi Ne: 484119 Batch Quantity / O6bem cepun:  5846packs / ynakosox
AR No / Ananurnuecknii oruer Ne : ARI/207/2024 Date of Analysis / HaTa ananusza: 02.11.2024
Date of Mfg / laTa npoussoacrsa:  10/2024 Date of Expiry / Tonen no: 09/2027

Analysis performed according ND / Ananu3z nposeaén no HJ[: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pesysnrars: Specification / Hopma

Test/ IMokaszarens

1 | Description / Onucanne Complies / Cootserctayer 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. / [Inockue kpyrasie Tabnetkn co
CKOLIEHHBIMH KPasMH OT KOPHUHEBOT'O A0 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BKparuieHuamu. Ha onnoi
cropoue Tabnetki Brigasieno cnoeo «CIPLA», na
JpYToii - IHHHSA pa3noMa.

2 Identification / ITomuHoCcT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tumns a reddish colour /
A.HTanHHOHOBBIe FRKOSHIb Cootse TCTBYET S:;amﬂwﬂﬂe AMMHAYHOrO pactBOpa B KpacHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBercTByeT chromatogram of the sample solution should
Mernnnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXHBAHHSA OCHOBHOIO HKA HA XPOMATOTPaMMe
HCOBITYEMOro pacTBoOpa NOJDKHO COOTBETCTBOBATE
BPEMEHH YAEPXKHBAHHA OCHOBHOIO NHKAa Ha
XpOMaTorpaMMe CTAaHIAPTHOTO pacTsopa
meTunaparuapokcubdensoara (pasgen
«Merunnaparuapoxcubessoar).

3 | Average weight / Cpensisa 187.03mg / 187,03mr 189.99 mg £7.5% / 189,99 mr +7,5%
mMmacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyaHue: MNpoaykT cooteeTcTByeT TpeBosanuam H | 3akmouyenue: OJOEPEHO
Checked by QC In-Charge / % . P Approved by QA In-Charge /
[okymeHT nposepeH OKK: ‘ [HokymeHT ofo6peH OOK: %jf}
Date / Date /
s s, [ara: 04 -[1-202Y
FMQCO003-15-09
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) CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page2of 4/Crp.2 u3 4

'Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No /Cepusi Ne: 484119

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Anaauruueckuit oruer Ne : ARF/207/2024

Date of Analysis / lata anaanza: 02.11.2024

Date of Mfg / Jlata nponssoacrea:  10/2024

Date of Expiry / I'oaen jo:

09/2027

Analysis performed according ND / Awanus nposesén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Specification / Hopma

Ne Result / PeayasTaTel
Test / [lokazaTean
4 | Uniformity of weight / Complies / CootsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OaHOPOZHOCTE MO Macce % ;
2/20 tablets NMT +15% / 2/20 ue 6onee +15%
5 | Loss on drying / Iloteps B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce PH BbICYLHBAHUH

6 | Dissolution / 78-94% NLT 70 % (Q) of sennosides in 120 minutes
Pacrtsopenue He menee 70 % (Q) cennosnnos uepes 120 mun

7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <L1.
OnHOPORHOCTb NO3HPOBAHHSA In the case where the value of AV exceeds L1, a

test 1s 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=150;L2=250.

ITokasatens mpuemnemoctd juit n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npesbrmaer L1,
NPOBOAAT HCHBITAHKE HA creayokx 20 obpa3suax.
Jina n=30 AV <L1. Bce 3nauenns Xi JOJDKHbI
YJIOBAETBOPATE 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
Konuuecrsenuoe OnpeaeseHue 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,03mr/1ab CEeHHO3H/IOB B nepecyere Ha ceHHo3uA B B oaHol
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTayeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknwoyenue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

NokymeHT npoBepeH OKK: - = L [okymeHT ogobpeH OOK: W
Date / Date / . ’
para; O W2re2yu fata: g,

FMQCO003-15-09
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Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A
Page3o0f4/Crp.3m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No /Cepunn Ne: 484119 Batch Quantity / OCbem cepun:  5846packs / ynaxosox
AR No / Ananuruuecienii oruer Ne: ARF/207/2024|Date of Analysis / lara anammza:  02.11.2024
10/2024 Date of Expiry / I'ogen no: 05/2027

Date of Mfg / laTa nponsBoacTsa:

Analysis performed according ND / Ananns nposeagn no H/I: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Iloxazarens

Ne Resuli / Pesynstars!

Specification / Hopra

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mgftab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepixanue
meTumnaparaapokcubensoaTa 0,042mr/1a6
(BIAEX)

10 | MICROBIAL LIMIT TEST/ MukpoSuonoruieckas 4ucToTa

10a) | Total Aerobic microbial count/
O6wee yucno a3pobGHbIX 40

MHKPOOPraHH3MOB

Not more than 10° cfu/ g / He 6onee 10° /r

10b) | Total combined yeast and mould
count / OBwee yucao
TMTECHEBBIX H JPONOKEBBIX

rpubos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuuesie k
JEHCTBHIO JKeTuH

rpaMoTpHLaTeNnbHEIe baKTepun

Absent /OtcyTeTByIOT

Not more than 10°/ g / He 6onee 10% /v

10 d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ Orcyrcteuen 1 r

10 e) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/Orcyrcreues 1 r

109) | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g /Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cooTBeTCTBYET TPeboBaHvam HI

Conclusion : APPROVED /
3aknwoyvenue: OJOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / o

OokymeHT nposepeH OKK: LS HokymeHT opobper OOK: W
Date / . . Date /

Dara: ket Nara: oY\ 2o2\

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Paged4of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484119

Batch Quantity / O6bem cepun:

5846packs / ynakosox

AR No / AnanurHyeckiiii oruer Ne : ARF/207/2024|Date of Analysis / lata anannza:  02.11.2024

10/2024

Date of Mfg / laTa npouzBoacTBa:

Date of Expiry / 'ogen mo:

09/2027

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

Test / llokazarens

Ne Result / PeyasTaTs:

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

BamcTep H3 UIEHKH

(nonuaTHNEeHOBOMH/

O MPHMEHECHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

MOJIHBHHHTXJIOPHAHOH

MOJIHBHHHIIIEHXJIOPUAROIT) H
amomuuueBoil onsru, no 25
BIHCTEPOB B KAPTOHHYIO NAYUKY
C BIIOKEHHEM 25 HHCTPYKLHH

Package / Ynaxeska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in 2
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
tabnetok B GcTep U3 IUIEHKH TPEXCIOHHOM
(IIBX/II3/MIBAX) u amomununesoit gonsru. [To 2
i 3 GmucTepa BMECTe ¢ MHCTPYKLIMEH o
NpUMeHeHHIo B kapTorryio nauky. ITo 20 Tabnerok
B OIIHCTEp M3 IUIEHKH ITOJHBHHHIIXJIOPH/IHOM
(moNH3THIEHOBOIH / MOMHBHHWIAESHXJIOPHIHO) i
amoMuHuesoil gossru, no 25 bnucrepos B
KapTOHHYIO Ma4Ky C BJIOYKEHHEM 25 HHCTPYKLHI 110
NPHMEHEHHIO.

12 Labeling / Mapkupogka According to ND /

B cootsercteun ¢ HJ

13 Storage conditions / Yciosus

XpaHeHHs seiwue 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM mMecte npu Temreparype He

14 | Shelf life / Cpok rogrocTu 3 years /3 ropa

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

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Checked by QC In-Charge /
[LokymeHT nposepeH OKK: g B

Approved by QA In-Charge / g
JokymeHT ogo6per OOK: /

Date /
Lara:

O_)-H-"l«uj,w

Date /

DNara: 0Y -\ 222
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