Cipla

CERTIFICATE OF ANALYSIS

N CEPTHOUKAT AHAJIM3A
Page 1 0f4/Crp.1u34
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 484169 Batch Quantity / O0bem cepun:  5849packs / ynakosox
AR No / Ananntndeckuii otyer Ne : ARF/273/2024 |Date of Analysis / /lata anamusza:  03.01.2025
Date of Mfe / lata npouseoacTea:  12/2024 Date of Expiry / T'osen no: 11/2027

Analysis performed according ND / Auanus nposeaén mo HJI: II N013745/01-180522, amend No. 1 dated
09.67.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.G7.2024

Ne Result / PesynbTatsl Specification / Hopma

Test / Ilokazarens

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. / Ilnockue kpyrasie TabNeTKH €O
CKOIIGHHBIMU KPagMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO IIBeTa ¢ BKparienuamu. Ha oxHoit
cTopoHe TabneTku BrinaBnaeHo cnoBo «CIPLAy, Ha
Ipyro# - IMHHA pasjioma.

2 Identification / TTomIMHHOCTE

| 2a) Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpamMBaHue aMMUaYHOTO PacTBOpa B KpacHbIi
AHTPaXHHOHOBBIE TTIHKO3HIbI s
2b) | Methyl Parahydroxybenzoate Complies / Retentiontime of the principle peak in the
(HPLC)/ CootBetcTByeT chromatogram of the sample solution should
MeTuanaparuapokcubeHsoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yICPKHUBAHHS OCHOBHOI'O [THKA HA XPOMATOrPaMMe
HCTIBITYEMOTO PACTBOPA JIOJHKHO COOTBETCTBOBATE
BpPEMEHH yIEPKUBAHMS OCHOBHOI'O ITMKA Ha
XpoMaTorpaMMe CTaHIapTHOTO PacTBOpa
MeTHINaparuapoxkcnben3oaTa (pasaen
«MeTunnaparugpoxkcubeHszoar).

3 | Average weight / Cpennsas 190.98mg / 190,98mr 189.99 mg +7.5% / 189,99 Mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: NpoaykT cooTBeTcTBYET TpeboaHuam HI | 3aknroyenune: OOOBPEHO
Checked by QC In-Charge / %w Approved by QA In-Charge / =
JokymeHT nposepeHr OKK: : HokymeHT ogobper OOK: %
Date / = Date / -
- R
flara: ©%: ol 2025 Harta: @58 i
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOHKAT AHAJIU3A

Page 2 of 4/ Ctp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

_[Batch No / Cepust Ne : 484169

Batch Quantity / OGbem cepun:  5849packs / ynakosox

AR No / Amanutauecknii orger Ne : ART/273/2024

Date of Analysis / [laTa anasnnsa: 03.01.2025

Date of Mfg / Jlara npousBoacrea:  12/2024

Date of Expiry / I'ogen no: 11/2027

‘| Analysis performed according ND / Ananns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or §9.07.2024

Test / Iloka3zaTesb

Ne Result / PeayabTaThl Specification / Hopma

OmHOPOIHOCTH IO Macce

4 | Uniformity of weight / Complies / CooTBeTcTBYeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5

%
2/20 tablets NMT £15% / 2/20 He 6onee £ 15%

OIHOPOIHOCTE IO3MPOBAHMS

5 | Loss on drying / ITotepa B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce TpH BEICYIITHBAHUH
6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cerro3unos yepes 120 muH
7 | Uniformity of Dosage units / AV =55 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=730

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

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

L1=15.0{L2=25.0.

[Tokaszatens npuemaemocty g n=10 AV < L1.

B cayugae, ecau 3xHadeHue AV npessinaet L1,
MPOBOJIAT MCIILITAHKE HA caeayromux 20 oGpasnax.
JTna n=30 AV < L1. Bce 3Hauenus Xi JOMKHBI
YIOBNETBOPAThL HEPABEHCTBY:

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

L1 = 15,0; 1L.2=25,0.

8 | Assay (Spectrophotometry)
KonudecTsBeHHOE OIpe/eIeHHE
(CnextpodoTomMeTpHs)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.98mg/tab / sennosides calculated as sennoside B in one tablet. /

Ot 12,15 110 15,53 mr (o1 90,0 110 115,0 %)

13.98mr/ral CEHHO3U/IOB B NepecueTe Ha CeHHO3u B B ojHOM
2

TabIeTKe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootseTcTByeT TpebosaHuam HA | 3akntoyeHue: OOOBPEHO

Checked by QC In-Charge / aﬁJw

OokymeHT nposepex OKK:

Approved by QA In-Charge /
[okymeHT ogobped OOK: %

Date /

fata: 02 0l Loy

Date /

[arta: OB o3 e 2O
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A

Page3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484169

Batch Quantity / OGbem cepun:

5849packs / ynakoBok

£

AR No / Ananurnyeckuii oruer Ne : ARF/273/2024

Date of Analysis / lara anamuza: 03.01.2025

Date of Mfg / Jlara npoussoacrsa: 12/2024

Date of Expiry / I'onen no:

11/2027

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

09.07.2024 / TX N013745/01-180522, uam. N2 1 ot 09.07.2024

No Result / PeayabTaTel Specification / Hopma
Test / TTokaszaTens '
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Conepikanue
MeTHIIaparapokcudensoara 0.044Mmr/1a6
(BOXX) ;

10 | MICROBIAL LIMIT TEST/ MukpoOHnonornaeckas YucToTa

102) | Total Aerobic microbial count / 40
Ob1uree 9yHCno aspoGHEIX Not more than 10° cfu/ g / He 6omec 10* /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gomee 10° /r
count / Ob1uiee yucio <10
TJIECHEBBIX H IPOXIKEBBIX
TpudoB .

10¢) | Bile tolerant gram-negative Absent /OtcyTeTByioT Not more than 10° / g / He Gonee 10° /r
bacteria/ Yeroltuussie k
AeiCTBHIO Henau
rpaMoTpHIATelbHbIe OaKTepUn

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

10°¢) | Escherichia coli Absent /OtcyTeTBYyIOT Absentin | g/ OrcyrctBue B | ¢

109) | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / OrcyrcrBue B 10 g

' Remarks : The Product conforms to ND/

Mpumeuanue: Mpoaykr cootsetcTayeT TpeGosaHuam H[

Conclusion : APPROVED /
3aknroyenme: OOEPEHO

Checked by QC In-Charge / }ij;’p

[okymeHT nposepeH OKK:

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

B

Date /

fara: 0z .0l.1 02C

Date /

Hara: 0L.0\-20LS
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOHUKAT AHAJIU3A

-

Paged of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyxt; CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484169

Batch Quantity / O0bem cepnu:

5849packs / ynakoBor

TAR No / Araautuuecknii orser Ne: ARF/273/2024

Date of Analysis / lata anaanza: 03.01.2025

Date of Mfg / lata npoussoacrea:  12/2024

Date of Expiry / I'ogen jo:

11/2027

Analysis performed according ND / Auanu3s nposenén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N813745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTaTh! Specification / Hopma
Test / [Toka3zaTesb :
11 | Package / Ynakopka Package / Vnaxogrka - 20 tablets |Package / Ymakoska - 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 TabreTox B 25 patient information leaflets in a carton. / ITo 20
OmucTep U3 MNEHKH TabieToK B 6aMCTEp U3 IUIEHKH TPEXCI0HHOH
[ONHBUHATXIOPUAHOH (IBX/TIDMIBOX) u antomunueBoii (oasru. ITo 2
{momuaTHIEHOBOH/ unu 3 Gucrepa BMecTe ¢ HHCTPYKIHEii 1o
TOIMBUHMITHACHXIOPUIHON) i |IPUMEHEHHIO B KapToHHY0 nadky. ITo 20 tabnerok
amoMuHUeBoit Gonbru, no 25 B GIIMCTEp U3 TUICHKH MOJIHBHHHIXIOPUIHOMH
GnuCcTepOB B KAPTOHHYIO MAauKy | (MOMMITHICHOBOMN / MOIMBHHMIHAEHXIOPUAHOI) 1
C BJIOMEHUEM 25 HHCTPYKIHIL amomMuHneBoit Gonbry, 1o 25 6aucTepoB B
10 PHUMEHEHHIO. KapTOHHYIO MAYKy C BIIOJKEHHEM 25 UHCTPYKLMii 110
PHMeHEHHID.

12 Labeling / Mapkuposka According to ND /
B coorsercTBuM ¢ HI{

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

XpaHeHHs Bhime 25 °C.
14 | Shelf life / Cpoxk rogHoCTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT coorBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknrouenue: OJOBPEHO

Checked by QC In-Charge / & e
[okymeHT nposepeH OKK: o

Approved by QA In-Charge /
LokymeHT ogobpeH OOK:

FE=

Date /

Nara: o29l.2035"

Date /

o 03.9\-2025
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