Cipla

. CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
= Page 1 of4/Crp. 134
Product: SENADE TABLETS 13,5 mg Mpoayxr; CEHAIE", TABJIETKH 13,5 mr
Batch No / Cepun Ne: 485038 Batch Quantity / O6bem cepun:  5846packs / ynakoBox
AR No / Amaautnuecknit oruer Ne : ARF/057/2025 |Date of Analysis / JlaTa ananusa: 24.02.2025
Date of Mfg / lata npoussoacrea:  02/2025 Date of Expiry / T'open no: 01/2028

Analysis performed according ND / Anann3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

No Result / PesyabTaTh! Specification / Hopma

Test / [lokasaTennb

1 | Description / Onncanue | Complies / CooTeTcTBYET 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 kpyrnsie TabneTku co
CKOIICHHBIMH KPasMH OT KOPHIHEBOTO IO TEMHO-
KOPHYHEBOI0 BETa ¢ BKparyieHusaMH. Ha onnoii
cTopore TabneTku BeigasneHo caoBo «CIPLAY, Ha
ApyTOit - THHHA pa3nomMa,

2 | Identification / ITonxnuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OxpalvBaHie aMMHa4qHOTO PAacTBOpa B KPaCHBIif
AHTanHHOHOBbIC TIIHKO3H LI LBET.
2b) | Methyl Parahydroxybenzoate ‘Complies / Reterition time of the principle peak in the
(HPLC)/ CootseTcTBYeT chromatogram of the sample solution should
Merminaparuapokcubensoar corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKIBAHNA OCHOBHOTO MHKA HA XpoMaTorpamMme
MCIILITYEMOI0 pacTBOpa A0JKHO COOTBETCTBOBATL
BPEMEHH YACPIKMBAHMS OCHOBHOIO lMKa HA
XPOMATOTPaMME CTAHAAPTHOrO pacTsopa
meTunnaparsapoxcubensoara (pasznen
«MeTtunnaparupokcnbeH3oar).

3 | Average weight/ Cpeimﬂst 189.46mg / 189,46mr 189.99 mg £7.5% / 189,99 Mr +£7,5%
mMacca

‘Remarks : The Product conforms to ND/ “Conclusion : APPROVED /
Mpumeyvanue: Mpogykr cooTseTcTByeT Tpebosanuam HL | 3aknwoyenune: ONOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / {
HokymeHT nposepeH OKK: gi_ w HokymeHT opobper OOK: @?/"/
Date / . . Date / . TS
Hara: 2 4 .02 12 S [ara: ki
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Page2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHANIE", TABJETKH 13,5 mr

Batch No / Cepnst Ne : 485038

Batch Quantity / O6bem cepun:  5846packs / ynakosok

AR No / Amaautnueckuii oraer Ne: ARF/057/2025|Date of Analysis / JaTa anaanza: 24.02.2025

Date of Mfg / lara npoussoacrea:  02/2025 Date of Expiry / I'onen no: 01/2028

Analysis performed according ND / Ananu3 npoeeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [loxaszarens

Result / PeayasTars! Specification / Hopma

4 | Uniformity of weight /

Complies / CooTBeTCTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne Gonee + 7,5

OnHOPOOHOCTE 1O3NPOBAHMS

OpHOpOAHOCTB O Macce %
; 2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BLICYIIHBAHHH
6 | Dissolution / 79-95% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=58 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=30

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

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

L1=15.0;12=25.0.

[Tokazarens npueMnemocty s n=10 AV <LI.

B crnyuae, ecni 3Hauenne AV npessimaer L1,
NPOBOIAT UCITBITAHKE Ha cnenyronux 20 odpasuax.
Jlnan=30 AV < L1. Bce 3HaueHHs Xi JOIKHBI
YIOBNETBOPATH HEPABEHCTBRY:

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

L1=%5,0;1.2 =25.0.

8 | Assay (Spectrophotometry)
KonuuecTBenHoe onpenencHne
(CnexrpodoTomeTpus)

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

13.94mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,94mr/1a6 CEHHO3MJIOB B NepecyeTe Ha CeHHO3KuA B B oo
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooTeeTcTByeT TpebosaHuam HI | 3akntovenue: OJOEPEHO

Checked by QC In-Charge / o Approved by QA In-Charge /

OokymeHT nposepeH OKK: ‘%ﬁ [OokymeHT ogobpeH OOK: @}V(
Date / = Date /

[laTa: Sty o etk Tama: 2402 2oz 5
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CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3IA

Page3 of4/Crp.3n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHANE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485038

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / AnasmTauecknii oraer Ne : ARF/057/2025|Date of Analysis / lara ananu3za: 24.02.2025

Date of Mfe / lata npousBoacrsa: _ 02/2025

Date of Expiry / T'ogen po:

01/2028

Analysis performed according ND / Ananns nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyasTaThl

Test / [lokazaTenn

Specification / Hopma

9 | Content of Methyl 0.042mg/tab
parahydroxybenzoate(HPLC)/
Copepxanue F
MeTHInaparuapoxcubeHsoara 0,042mr/1a6
(BDKX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 Mr/Tab.

10 | MICROBTAL LIMIT TEST/ MuxkpoGronorinieckas 9ncTora

102) | Total Aerobic microbial count/ 60
O61u1ee THCI0 adPOOHBIX

MHKpPOOpPraHu3MoB

Not more than 10* ¢fu/ g / He Gomee 10* /r

10b) | Total combined yeast and mould
count / O01uee uucio
MJIECHEBBIX U APOMIKEBBIX

rpubop

<10

Not more than 10% cfw/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituusbie K
e MCTBUIO JKETUH

rpaMOoTpHIATENbHbIE DaKTepHn

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absent in [ g/ Orcyrcrsue s 1 r

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin I g/ Orcyrcteue B 1 T

109) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Oteyrersue B 10 g

Remarks . The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTseTcTayeT TpedosaHuam HA

Conclusion : APPROVED /
3aknioyenne: OJOBPEHO

Checked by QC In-Charge / é;f/{}ﬁ
NokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobped OOK:

iz

Date /

[ara: AR~ L- PR

Date /

Oara: PN B
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CERTIFICATE OF ANALYSIS
h CEPTHUO®HUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJE", TABJETKH 13,5 mr

Bateh No / Cepnn Ne: 485038

Batch Quantity / O6bem cepun:

5846packs / ynakopox

AR No / AnaanTruecknii oraer Ne : ARF/057/2025

Date of Analysis / lata anaanza: 24.02.2025

Date of Mfg / lata nponseoacrea:  02/2025

Date of Expiry / T'ogen go:

01/2028

Analysis performed according ND / Anasus nposeaén no HL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / ITokazaTe/ib

Result / PesynbTarhbl

Specification / Hopma

Package / Ynakopka
in a blister made of

BrucTep W3 INEHKH
TONTHBUHHIXIOPUIHOM
(nonuaTHICHOBOI/

10 MPHUMEHEHHIO.

Package / Vnaroeka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I1o 20 TabneTox B

MOMMBHHUIAIEHXTOPHAHOM) U
aNtOMHHHEBOI (oNbry,
OucTepOB B KAPTOHHYIO MauKy
C BIOMKEHHEM 25 HHCTPYKLMH

Package / Vnaxoska - 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 a
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. / Ilo 20
TabneTox B OMUCTED U3 TIEHKH TPEXCIOHHOM
(MBX/M/TIBIAX) w amoemunuesoit donsra. [To 2
wH 3 GamcTepa BMECTE ¢ MHCTPYKIIHEH MO
TIPUMEHEHHUIO B KapTOHHYIO mauky. [To 20 TabneTok
B GiucTep U3 MIEHKH MOJHBHHHIXIIOPHAHOM
(NOMU3THNEHOBOM / NONMBUHUIMAEHXIIOPUIHO) 1
amomuHUeBoi Qonbruy, no 25 61UCTEPOB B
KapTOHHYIO TAUKy C BIOKEHHEM 25 HHCTPYKLHMI 110
NPHMEHEHMIO.

mno 25

: Labeling / MapkupoBka According to ND /

B coorsercreun ¢ HJ{

Storage conditions / Yciosus

XpaHeHus Boilue 25 °C.

In a dry place, at temperature below 25 °C./ B cyxom mecTe npy TeMIepaType He

Shelf life / Cpox roasocry 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTByeT Tpebosanunam HI

Conclusion : APPROVED /
3akniwyeHue: OQOBPEHO

Checked by QC In-Charge / o9
DokymeHT nposepeH OKK: ﬁ/ﬁ/ :

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

Date /
[aTa:

3 Le 02 1o X

Date /

et 2\ 10 2 2925
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