Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Pagelof4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Npoxyxr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 485011

Batch Quantity / O6sem cepun:

5845packs / ynakoBok

AR No / Ananutnueckuit oruer Ne : ARF/021/2025|Date of Analysis / lata anaamza: 23.01.2025

Date of Mfg / lata npounssoacrea:  01/2025

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Ananus nposeaén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / IloxazaTenn

Ne Result / Pe3ynbraThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTseTcTBYET

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 kpyribie TabNeTKH CO
CKOLIEHHBIMH KPasME OT KOPHYHEBOTO 10 TEMHO-
KOpPHYHEBOTO 1IBeTa ¢ BKparieHuamu. Ha oanol
cropoHe TaGneTiu BeaaeeHo cioso «CIPLAy, na
Jpyroil - InHMs pasioma.

2 Identification / TTopnuHHOCTH

2a)

Anthraquinone glycosides /

AHTPaxXWHOHOBLIE TTIMKO3HIbI

Complies /
CoOTBETCTBYET

Ammoniacal solution turns a reddish colour /
OxpauiiBanie aMMHaqHOrO pacTBOpa B KpPacHbIi
LIBET.

Retention tithe of the principle peak in the

2b) | Methyl Parahydroxybenzoate Complies /
(HPLCY CootsercTByeT
Merunnaparuapokcubenzoat
(B2XX)

chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
yepiKUBAHHS OCHOBHOIO MHKA HAa XpoMaTorpaMme
WCTBITYEMOrO PacTBoOpa JOMKHO COOTBETCTBOBATD
BPEMEHH YAepHHBAHHS OCHOBHOIO IMHKA Ha
XpomartorpaMmme CTAHIAPTHOIO pacTBopa
MeTHnaparuapokcubensoara (pasaen
«Merunnaparuapoxcnbensoar).

(9% ]

Average weight / Cpennss
macca

189.43mg / 189,43mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3akntovenune: OQOBEPEHO

Checked by QC In-Charge / .
NokymeHT nposepeH OKK: % £

Approved by QA In-Charge /
[HokymenT ogobper OOK:

Date /

T &2 et rery

Date /

- N ~
Jara: Y o BoRS
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A
) Page2 of 4 /C1p. 2 m3 4
Product: SENADE TABLETS 13,5 mg THponykT: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 485011 Batch Quantity / O6bem cepun:  5845packs / ynakoBox
AR No / AnannTiuecknii oraer Ne : ARF/021/2025|Date of Analysis / lata anann3a: 23.01.2025
Date of Mfg / laTa npoussoacra:  01/2025 Date of Expiry / Tonen no: 12/2027

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

Ne Result / PesyabTaTbl Specification / Hopma
Test / Moxasartelb
4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee + 7,5
OnHOPOAHOCTD MO Macce ) %
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%
5 | Loss on drying / I[Toteps B 1.7% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BLICYIMBAHHU
6 | Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cennosuaos uepes 120 Mux
7 | Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTL A03UPOBAHHUS 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 % L2 x M.

L1 =15:0;L2=25.0.

[Mokasarens npuemnemoctu ang n=10 AV < LI,

B ciyuae, ecnii 3Hauenue AV npessimiaer L1,
NPOBOAAT HCTIbITAHKE Ha crenyomux 20 oOpasuax.
Jlns n=30 AV < LI. Bce 3HaueHUs Xi A0NKHDI
YIOBIETBOPATL HEPABEHCTBY:

[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
KonuuecTBeHHOE  ONpesleneHue 14.10mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpiist) Ot 12,15 mo 13,33 mr (ot 90,0 no 115,0 %)

14,10mr/Tab CEeHHO3H/IOB B MepecyeTe Ha ceHHo3u 1 B B onHol
TalneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MNpogykr cooteeTcTyeT TpeGosanuam HA | 3aknwouenue: ONOBPEHO

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

[HokymeHT nposepeH OKK: W [JokymeHT ogobpeH OOK: %71/‘(\/“

Date / 5 : Date / - e

flara; 22 .04.202X e 2 Y0|-2025
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
» Page3 of4 /Crp. 3 uz 4
Product: SENADE TABLETS 13,5 mg IMpoaykr: CEHA,[IE@, TABJIETKH! 13,5 mr
Batch No/ Cepust Ne: 485011 Batch Quantity / O6sem cepun:  5845paciks / ynakoBok
AR No / Auanurnuecknii oruer Ne : ARF/021/2025|Date of Analysis / laTa anaimsa:  23.01.2025
Date of Mfg / lata nponssoacrea: _ 01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Anasu3 nposeaén no HI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTarsl Specification / Hopma

Test / INMokaszatenn

9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Coaepxanne
MeTuanaparuapokcubensoara 0,040Mmr/1a6
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4ucToTa

10a) | Total Aerobic microbial count / 60
OGuee 4Kcao a3pobHLIX Not more than 10° cfu/ g / He 6onee 10* /r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count/ O6uiee yncao <10
MJIECHEBBIX W POIKIKEBLIX N
rpubor ¥

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10” /r

bacteria/ YcToiiuusbie k
AEiCTBHIO MKenun
rpaMoTpULaTeNbHbIE DaKkTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OteytctBue B I 1
10¢) | Escherichia coli Absent /Orcytersyior Absentin 1 g/ OrcyrctBue B 1 1
100 | Salmonella Absent / OrteyTeTBYIOT Absentin 10 g / Otcyrcrue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooteeTcTeyeT Tpebosanuam HA | 3aknwouenune: ONOBEPEHO
Checked by QC In-Charge / D+.o Approved by QA In-Charge / )
NokymeHT nposepeH OKK: = JlokymeHT ogobpex OOK: %
Date / Date /

. = T ¢ : . 7
Nara: A 0olerg [lara: 24 :0\. 22
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

Cipla

Paged4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHANE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485011

Batch Quantity / O6bem cepnnu:

5845packs / ynakoBok

AR No / Ananuruyecxuii oruer Ne : ARF/021/2025

Date of Analysis / Jiara apann3za: 23.01.2025

Date of Mfg / iaTa npou3BoACTBA:

01/2025

Date of Expiry / T'ogen no:

12/2027

Analysis performed according ND / Anann3 nposexén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / TlokazaTe/b

Result / PesynbTarbl

Specification / Hopma

11 | Package / Ynakoexa

Package / Vnakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 Tabnerox B
BnucTep U3 MAEHKH
MOAUBHHUIXIOPHAHOM
(NMOAUITHIEHOBOI/
NOMUBUHUIUASHXJIOPUAHOI) K
amomuHieBoit hombru, no 25
OJHMCTEPOB B KAPTOHHYIO MayKy
C BAOKESHHEM 25 HHCTPYKLME
no NpUMEHEHUIO.

Package / Ynaxoska - 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. / ITo 20
Tabnetok B 611cTEp M3 NJEHKH TPEXCIIO0iHO#
(MBX/TIZ/MIBOX) u amomutuesoii donsru. ITo 2
uin 3 OUcTepa BMECTE ¢ MHCTPYKUUeH no
NpUMEHEHHIO B KapToHHYI0 nadky. [To 20 tabnerok
B GaKcTep M3 TUTEHKH MOTMBHHUIXIOPUHOI
(noMUATHAEHOBOH / NOAHBHHUIHAEHXIIOPUIHOM) H
amoMHUHKEBO QoBTH, Mo 25 GancTepos B
KAPTOHHYIO TIAYKY C BIOXKEHHEM 25 WHCTPYKLHIA 10
[PUMEHEHHIO?

12 | Labeling / Mapxuposka

According to ND /

B coorserctsun ¢ HJJ

13 Storage conditions / Ycnoens
XpaHeHHs

In a dry place, at temperature below 25 °C./ B cyxom MecTe npH TeMIIepaType He

peimre 25 °C.

14 Shelf life / Cpoxk roasoctu

3 years/ 3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTBYeT TReboBaHuaAM Hl

Conclusion : APPROVED /
3akntouenue: OAOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: %‘tﬂ

Approved by QA In-Charge / e
HokymeHT ofoGpeH OOK: %};ﬁiﬁ

Date /

Oarta: i

Date /

ﬂa.ra. ?—-{4 tQl- Q_,OZ‘,‘;')/
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