Cipla

- CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 1 0of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482114

Batch Quantity / O6bem cepun:  5851packs / ynakoBok

AR No / Ananuruyecknii oryer Ne : ARF/188/2022|Date of Analysis / /laTta ananusa: 29.08 2022

Date of Mfg / JlaTa npoussoacrea:  08/2022 Date of Expiry / Togen go: 07/2025

Analysis performed according ND / Ananus nposeaén no H/{: I1 N0O13745/01-091017, HU3am. Ne 1 ot 17.04.2020

Test / Ilokaszarens

Result / PesyabTaTsr - Specification / Hopma

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. / Tlnockue kpyrnbie TabneTks co
CKOLIEHHBIMH KPAsIMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOro 1BeTa ¢ Bkparuienusamu. Ha omHoii
cropoue Tabnetku Boinasneno cnoso «CIPLA», Ha
APYTO# - THHHA Pa3IoMa.

2 Identification / [TomnmMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteetcTByeT OxpaumHBanHe aMMHA4HOrO PacTBOPa B KPACHBII
AHTPaxXHHOHOBbIE MIHKO3U b okt
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
Metunnaparuapokcudensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepyKUBaHHS OCHOBHOTO MHKA HA XpOMAaTorpaMme
HCMBITYEMOr0 PACTBOPA JOJDKHO COOTBETCTBOBATH
BPEMeHH YIePHKHBAHHA OCHOBHOIO NMHKA HA
XPOMATOrpAMMe CTAHAAPTHOTO PacTBOpa
MeTHnmaparuapokcudensoara (pasmen
«MeTtuimaparuapokcuben3oar).

3 | Average weight / Cpenuss
macca

188.28mg / 188,28Mmr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanwme: MNpoaykT COOTBBTCTByET Tpebosanuam HA | 3aknioveHue: OQOEPEHO

Checked by QC In-Charge /~

5 (,"]O e Approved by QA In—ChargeI -
HokymeHT nposepeH OKK: \] [okymeHT ogobper OOK: o
Date / N o LB Date / .08 2022
para. = ° et >

FMQCOCB-] 5-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTH3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482114

Batch Quantity / Odsem cepun:

5851packs / ynakoBox

AR No / Ananurnyeckuii oryer Ne : ARF/188/2022|Date of Analysis / laTta ananuza: 29.08.2022

08/2022

Date of Mfg / JlaTta npoussoacrTsa:

Date of Expiry / I'ogen mo:

07/2025

Analysis performed according ND / Ananus nposenén mo H/I: TIN0O13745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsr Specification / Hopma
Test / Iloka3zaTens

4 | Uniformity of weight / Complies / Cootsercrayer 18/20 tablets NMT = 7.5 % / 18/20 ue bonee +7,5
OnHOpomHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToteps B 2.6% NMT 6.0 % / He Gonee 6,0 %

Macce MpPH BBICYLIHBAHUY

6 | Dissolution / 80 - 87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV =47 The acceptability index forn =10 AV <L]1.
OnHOpPOAHOCTh MO3HPOBAHHS 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-x1| <0,01 x L2 x M.
L1=15.0;L2=250.
TToxasatens npuemnemoctd aisi n=10 AV <L1.
B cayuae, ecnu 3nauenne AV npessimaer L1,
MPOBOAAT HCMLITAHHE Ha crepyromux 20 obpasuax.
Hns n=30 AV <L1. Bce 3nayenus Xi IO/DKHEI
YOOBIIETBOPATE HEPABEHCTBY:
[M-x1| < 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
Konuuecrsennoe onpenenesnue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,09mr/126 CeHHO3H/IOB B NiepecyerTe Ha cenno3ua B B onnok
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykT cooTeeTcTBYET TPebosaHuam HA

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge Jﬁ

Approved by QA In-Charge /

i

NokymeHT nposepeH OKK: - ARSI [okymeHT ono6peH OOK:

Date / . Date / =
290202 2 DA ? -2

[ara: [ara: 12 GFATE
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482114

Batch Quantity / O6bem cepun:  5851packs / ynakoBok

AR No / Ananurnueckuii otuer Ne : ARF/188/2022

Date of Analysis / laTa ananuza: 29.08.2022

Date of Mfg / laTa npoussoacrea:  08/2022 Date of Expiry / I'onen no: 07/2025

Analysis performed according ND / Ananuns nposeaén no HJ[: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTsl Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxxanue
MeTaInaparuapokciubexsoara 0.046Mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriueckas YHCTOTa

10a) | Total Aerobic microbial count/
Obwee yucyo a3podHBIX
MHKPOOPraHH3MOB

20 Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / OBiuee yucno

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

<10
[UIECHEBBIX M IPONCKEBBIX
rpubos
10 ¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10°/ g / He 6onee 10° /r
bacteria/ ¥Ycroliuusbie k
JEHCTBHIO YKET4H
rpaMoTpHLATENEHbE DaKTepPHH
10.d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ Orcyrcreuer 1 r
10¢) | Escherichia coli Absent /OtcyTcTByIOT Absentin 1 g/OrcyrcrueB 1 r
100 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g /Otcytctene B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanume: Mpoaykr cootsetcrayeT Tpebosadusm HL | 3akmoyenne: OJOBPEHO

Checked by QC In-Charge(/
[okymeHT nposepeH OKK: ‘\J@ﬁ QL

Approved by QA In-Charge /
[lokymeHT og06peH OOK: %

Date /

ﬂaTa' 2. 508203 .3

Date /

7 « O
,D,aTa: 7 B g 2oz
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CEPTHO®HKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :

482114

Batch Quantity / Oobem cepuu:

5851packs / ynakoBok

AR No / Ananurnueckuii oruer Ne : ARF/188/2022

Date of Analysis / laTa ananuza: 29.08.2022

Date of Mfg / JlaTta npousBoacTea:

08/2022

Date of Expiry / I'ogen no:

07/2025

Analysis performed according ND / Ananns nposenén o HJI: I1NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / Pesyabrarhb Specification / Hopma
Test / Ilokaszarenn

11 | Package / Ynakoska Package / Ynaxoska - 20 tablet
a bl?ster n[:a:ice 2'; s Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
albimait foil. 35 blisters with:  [°F 3 blisters and a patient information leaflet in a
25 patient info,rmation leaflets in | STtON. 20 tablets in a blister made of PVC
a carton. / TTo 20 TaneTok 5 /PE/PVDC film and aluminum foil, 25 blisters with
6}1“@1‘6]‘.; it 25 patient information leaflets in a carton. / ITo 20

. Tabnetok B 61HCTED M3 MUIEHKH TPEXCJIONHOM
MOJTHBHHHIIXJIOPUAHOI
(IIOJIH:-)THJICHOI;; ﬁf,l (IIBX/T3/TIBAX) u amomuuuesoii ¢omsru. o 2
FOMMBHANCHXNOPHHON) B uin 3 GnucTepa BMecTe ¢ HHCTPYKLUMEH 10
amosamuesodt doaLrs, no 25 MPUMEHEHHIO B KaPTOHHYO nauky. [To 20 Tabnerox
P — TOHHy’IO O | fnucTep M3 MIEHKH MOJIMBHHHIIXJIOPHAHOM
S 22 P Al y (nonuaTHIEHOBOH / NONHBHHHIIEHXIIOPHAHOH ) H
i DR amomunnesoit Gonsry, no 25 Gnucrepos B
' KapTOHHYIO NMAayuKy C BJAOXKEHHEM 25 HHCTPYKUMIT MO
npumeueﬂmo.

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

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu temnepartype He

XpaHEeHHSA soite 25 °C.
14 | Shelf life / Cpox roaxocts 3 years / 3 roza

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknoueHune: OJOEPEHO

Checked by QC In-Charge //

Approved by QA In-Charge /

[lokymeHT niposepen OKK: |3 0 cuuwe RokymeHT opobpeH OOK: %/F/‘
Date/ 2 q.ox- 2022 Date / - _
[lara: Lata: 2.9 08. 2022
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