Cipla

CERTIFICATE OF ANALYSIS
- CEPTHO®UKAT AHAJIN3A

Pagel of 4/ Crp.1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482049

Batch Quantity / O6bem cepun:

5853 packs / ymakoBox

AR No / Apayutisieckuii otaer Ne :  ARF/099/2022 [ Date of Analysis / lata anammza: 19.04.2022

Date of Mfg / /lara nponsBoacra:  04/2022

Date of Expiry / I'ogen go:

03/2025

Analysis performed according ND / Ananmus nposenén mo HJI: 1T N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Iloxa3zarens

Result / PeayasTarsi

Specification / Hopma

1 | Description / Onucanne

Complies / Cootercreyer

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. / ITnockue kpyrnsie Tabnerkn co
CKOIIEHHBIMH KPassMHU OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOI0 LieTa ¢ BKpamienuamu. Ha ogmoit
cropoHe TabneTky BhiIaBaeHo cnoso «CIPLA», Ha
APYro# - TUHHs pa3noma.

2 | Tdentification / TlonnmsrocTs

2a) | Anthraquinone glycosides / Complies / Ammoniacal sclution turns a reddish colour /
Cooteercrryer OxpamuBanue aMMHa4gHOTO PacTBOPa B KPAaCHbIit
AHTPaxHMHOHOBBIE TJIHKO3HIbI L.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ Cooteercrayer chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZAePKUBAHHs OCHOBHOTO [IMKA HA XPOMAaTOrpaMme
HCITBITYEMOTO PacTBOpPa JOJOKHO COOTBETCTEOBATH
BPEMEHH YAEPKUBAHMSA OCHOBHOTO MHKA Ha
XpOMaTOrpaMme CTaHAAPTHOIO PacTBopa
MeTHanaparuapokcubensoara (paszuen
«Merunmaparuapoxcubensoar).

3 | Average weight / Cpennsis
macca

188.15mg / 188,15mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cootBeTcTBYET TpeGoBaHMamM H

Conclusion : APPROVED /
3aknroyvenue: O0OBPEHO

Checked by QC In-Charged g\

HoxymeHT nposeper OKK: - QL

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

Date /
Nara:

19

O+ 09 D

Date /

YooY 2Oo2-2-
Hara: £
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482049 Batch Quantity / O6nem cepum: 5853 packs / ymaxosok
AR No / Anammraaecknii oraer Ne :  ARF/099/2022{Date of Analysis / laTa ananuza:  19.04.2022
Date of Mfg / {ara npoussoacra: - 04/2022 Date of Expiry / I'oaen no: 03/2025

Analysis performed according ND / Anamas nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarens

Resuit / Pe:;y.m;rzﬁm

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE MO MACCe

Complies / CooTsercTByeT

18/20 tablets NMT £ 7.5 %/ 18/20 Be Honee = 7,5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OHOPOOHOCTE NO3HPOBAHNUA

5 | Loss on drying / IToreps B 2.1% NMT 6.0 % / He 6onee 6,0 %
MacCe MpPH BHICYUIHBAHIU
6 | Dissolution / 85-92% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennozunos wepes 120 mun
7 | Uniformity of Dosage units / AV =351 The acceptability index forn=10 AV<LI.

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;L2=25.0.

ITokazarens npuemnemocta g n=10 AV <L]1.

B cnyuae, ecnu 3navenue AV npesbimaer L1,
TMPOBOAAT UCTIBITAHHE HA crenyromux 20 obpa3nax.
JIns n=30 AV <L1. Bce 3Ha4eHHs Xi JOJKHBI
VAOBIETBOPSATEL HEPABEHCTRY:!

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

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KommiecTpennoe  onpesienenye
(CnexrpodoTomeTpus)

14.03 mg/tab /

14,03 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3M/IOB B NepecueTe Ha CeHHO3u B B onHoOM
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooteeTcTayeT TpeboBanuam HI

Conclusion : APPROVED /
3anrouendune: OQOBPEHO

Checked by QC In-Charge I'\\i B\@ .

Approved by QA In-Charge /

=

HokymenT nposepeH OKK: HoxymenT ogobpern OOK:
B 190t 2o Do o ow ienn

FMQC003-15-06

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




CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJIM3A

cipla

Page 3 of 4/ Ctp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne : 482049 Batch Quantity / Oobem cepun: 5853 packs / ymakosox
AR No / Ananurageckuii oruer No 1 ARF/099/2022 | Date of Analysis / [lata asamaza: 19.04.2022
Date of Mfe / Jlara npomssoacrea:  04/2022 Date of Expiry / T'onen po: 03/2025

Analysis performed according ND / Anamms nposenén mo HJ/I: [T N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Hoxazarens Resuli / Pesynmaﬂ;: Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/1ab.

parahydroxybenzoate(HPLC)/
Copnepxanue
METHIIAaPArHaPOKCHOEH30aTa 0.048 Mr/ral
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuosioriyeckasi 44cToTa

10a) | Total Aerobic microbial count /
Obuee vuCnO aspobHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfi/ g /He Gonee 10° /r
count / Obmee uucno <10
IUIECHEBBIX H JPOXKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 10” / g / He 6onee 10 /r
bacteria/ Ycroiiuugsie k
HEeHCTBUI XKen4yy
rpaMOTpHLATENbHbIE GaKTepUn

10d) | Staphylococcus aureus Absent /OrcyreTByoT Absentin 1 g/ OrcyrcrBue B 1 ¢

10€) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrctBHe B 1 1

100 | Salmonella Absent / OrcyTcTByIOT Absent in 10 g / OrcyrcTue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr coorsetcTeyeT TpebosaHuam HO

Conclusion : APPROVED /
3akmoyuenune: OOOBPEHO

Checked by QC In-Charge 7™ \V
70 ULk

Approved by QA In-Charge /

HokymeHT nposepeH OKK: HokymeHT ogobper OOK: %&ﬂ}
Date/ {q , Date / - i
Jlata: 19.04 2022 _ [ara: Rt SRR 2
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482049

Batch Quantity / O6sem cepun:

5853 packs / ynaxosok

AR No / Apanmurageckuii oraer Ne : ARF/099/2022

Date of Analysis / lata apamasa:  19.04.2022

Date of Mfg / Jlara nponssojcraa:

04/2022

Date of Expiry / I'osen jo:

03/2025

Analysis performed according ND / Anasms nposenén mo HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokazaTens

Result / PesyabTaTnl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoska - 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 Tabnerok B
6icrep u3 rIeHKH
MOMMBHHHITUIOPHIHOH
(nonuaTUIEHOBO/
MICHBHHAIIEHXJIOPHIHON)
anOMHHIEBOH GONbrH, Mo 25
OGnucTEepOB B KAPTOHHYIO TIAYKY
C BIOXEHHEM 25 HHCTPYKLIHH
TIO IPUMEHEHHIO.

Package / Ynaxoexa - 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
tabnerox B 6/MCTEp U3 IUIEHKH TPEXCIOHHOM
(IIBX/TI2MIBJIX) u amomuameBoit ¢ponsry. Io 2
umu 3 Gnucrepa BMeCTe ¢ MHCTPYKLIHEH 1Mo
NPHMEHEHHIO B KapToHHYH0 na4ky. ITo 20 Tabnerok
B OricTep M3 MIEHKH NOMHBHHIIXIOPHAHOM
(monMAITHIEHOBOH / NOMHBHHUIZIEHXIIOPUAHOM) 1
IOMHHNEBO# (onbry, 1o 25 OaucTepos B
KapTOHHYIO MauKy ¢ BIOXKeHHeM 25 HHCTPYKLIHH 1o
NPHMEHEHHIO.

12 | Labeling / Mapkuposka

According to ND /

B cooTsercreun ¢ HJJ

13 Storage conditions / Ycnosus
XpaHeHHs

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

soime 25 °C.

14 | Shelf'life / Cpox rognoctr

3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeuanue: MNpogykr cootsercTeyeT Tpebosanuam H

Conclusion : APPROVED /
3axnrouenue: OQOBPEHO

Checked by QC In-Charge /' :
[HokymeHT npoeepeH OKK: ’mwa ue

Approved by QA In-Charge /

e

HokymenTt ogobpex OOK:
Date / R o Y s [ . 1 e Date / oL. ;
Nara: T o fara: 2 0 0.2022
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