Cipia

CERTIFICATE OF ANALYSIS
) CEPTUOHUKAT AHAJIM3A

Pagel of4/Crp.1 u3 4

Product: SENADE TABLETS 13,5 mg

Nponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482036

Batch Quantity / O6nem cepun:

5852 packs / ymakorok

AR No / ArammTndeckuii order Ne :

ARF/082/2022|Date of Analysis / Jlara amammza:  30.03.2022

Date of Mfg / lara npoussoxcra:  03/2022

Date of Expiry / I'oxen go:

02/2025

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

No Test / Tloxa3zaTens

Result / PesynabTarhl

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. / [Inockue kpyrisie TaOnETKH CO
CKOLIEHHBIMH KPasMU OT KOPHYHEBOTO N0 TEMHO-
KOPHYHEBOrO LBeTa ¢-BkpareHuaMu. Ha onnoit
cropoHe Tabnerky BuigaBneHo cinoo «CIPLA», Ha
IPYTO#i - TUHUA pa3oMa.

2 | Identification / ITognuasOCTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AR AR Cooreercrayer fl);cgramnBaHne aMMHA4HOTO PacTBOpa B KPACHBIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHS OCHOBHOTO MUKA HA XPOMATOrpamme
HCITEITYEMOTO PacTBOPa JOUKHO COOTBETCTBOBATH
BPEMEHH YAEPXKHUBAHMA OCHOBHOIO MHKA Ha
XPOMaTOrpaMMe CTaHJapTHOIO PacTBOpa
MeTHnnaparuapokcuberzoata (pazaen
«MerunnaparunpokcubeHsoar).

3 | Average weight / Cpeauss
macca

189.15mg / 189,15mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanwme: MpoaykT cooTseTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3akmoyenune: O0OBPEHO

Checked by QC In-Charge Iﬁ

Approved by QA In-Charge /

A

[okymeHT nposepeH OKK: 2 & Qaus HokymeHT opgobper OOK:
Date / 20-03.20932 Date / 3@,0&.1020./
Nara: [arta:

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIU3A

Page 2 of 4/ Crp. 2 n3 4

[Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482036

Batch Quantity / Oobem cepum:

5852 packs / ynakoBok

AR No / Aramuranaeckuit oraer No :

ARF/082/2022|Date of Analysis / laTa ananusza: 30.03.2022

Date of Mfe / lara mpoussoncrea:  03/2022

Date of Expiry / T'ogen go:

02/2025

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

Ne Test / Hoxa3arens Result / PesyanTaTnt Specification / Hopma

4 | Uniformity of weight / Complies / CooteercTByeT 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee + 7,5
OnHOpOIHOCTE MO Macce %

2/20 tablets NMT £15% / 2/20 ne bonee + 15%

5 | Loss on drying / IToreps B- 2.5% NMT 6.0 % / He Gonee 6,0 %

MAcce IpU BbICYLIMBAHUH

6 | Dissolution / 79 - 86% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenro3unos uepe3 120 mun

7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV <L1.

- OnHOPOAHOCTE HO3UPOBAHUS 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.

Tlokazarens nmpuemaemocTts ama n=10 AV <L1.

B cnyuae, ecnu 3Hauyenue AV npesbimaer L1,
MPOBOMAT MCIBITAHHE Ha cremyomux 20 obpasuax.
JUis n=30 AV <L1. Bce 3Ha4enust Xi JOJOKHBI
YIOBIETBOPATE HEPABEHCTRY:

[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
KonuuectsenHoe omnpeneneHue 14.02 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 o 115,0 %)

1402 sricab CEHHO3WMOB B MepecyeTe Ha ceHHo3ux B B oHoi
e TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanwne: lNpoaykr coorseTcTByeT TPeboBaHuam H

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge /™ =~

Approved by QA In-Charge / e%

HokymeHT npoeepeH OKK: * } 3 O ol OokymeHT ogobpeH OOK:

Date / Date / 2 O
; 2. e T

[ara: 30-03-20 [ara: 20
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Cipla

CERTIFICATE OF ANALYSIS
o CEPTUOUKAT AHAJIM3A
Page 3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 482036 Batch Quantity / O6bem cepun: 5852 packs / ynakoBox
AR No / Anammriaecknii otaer Ne :  ARF/082/2022|Date of Analysis / lara amammsa:  30.03.2022
Date of Mfe / Jlata npoussoacrea: _ 03/2022 Date of Expiry / l'ogen oz 02/2025

Analysis performed according ND / Anamas nposeagn mo HJL: TI NO013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarenn Result / PesyabTaTel Specification / Hopma
9 | Content of Methyl 0.043 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
METHJINaparuapoxcHoen3oaTa 0,043 mr/ra6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpofuosorudeckas 4HCTOTa

10a) | Total Aerobic microbial count /

O6mee ancio a3poOHbIX 20 _ Not more than 10° cfu/ g / He Gonee 10° /r
MHKPOOPTaHU3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obee yucno <10
TJIECHEBBIX H JIPOKOKEBBIX
rpuboB
10¢c) | Bile tolerant gram-negative . Absent /OTCcyTCTBYIOT Not more than 10>/ g / He Gonee 107 /r
bacteria/ Ycroifuusbie K
MEUCTBHIO XKENMYH
rpamoTpULIaTeNnbHble OaKTepHn
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OtcytcrBHe B 1 1
10 ¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBHe B 1 1
10f) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Otcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: Mpoaykr cootsetcrayet Tpebosarvam HA | 3akmouenne: ONOBPEHO |
Checked by QC In-Charge I/ﬁ Approved by QA In-Charge / c 9
[lokymeHT npoeepeH OKK: [2 Qe JlokymeHT ofi06peH OOK:
Date / R0:03-2022 Date / 30,03.2@7_9,
[ara: Jarta:

FMQCO003-15-06

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
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CERTIFICATE OF ANALYSIS
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Page4 0of4/Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Tipoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 482036

Batch Quantity / OGsem cepuu:

5852 packs / ymncondx

AR No / Ananmraaecknii oraer Ne :  ARF/082/2022 | Date of Analysis / lara amamza:  30.03.2022

Date of Mfe / lara mpoussoacrsa:  03/2022

Date of Expiry / I'onen mo:

02/2025

Analysis performed according ND / Anasms nposeagn mo HJI: ITIN013745/01-091017, Fism. Ne 1 ot 17.04.2020

Ne Test / MoxaszaTenan

Result / PesyabTaTe:

Specification / Hopma

11 | Package / Ymakosxa
in a blister made of

6nMcTep U3 MIeHKH

(monuITHIEHOBOH/

10 TIPHMEHEHHIO.

Package / Yniakoska - 20 tableis

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

HOJIP[BHHHHXHOPHRHOE

NOAMBHHIIZICHXJIOPHIHOM ) 1
AMOMHHNEBOH Qonery, 10 25
ONHCTEPOB B KAPTOHHYH MAYKy
C BIIOXKEHHEM 25 HHCTPYKLHH

Package / Ynakoska - 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
Tabnerok B OMCTEp U3 IUIEHKH TPEXCIOHHOM
(MIBX/MI3/MBJAX) 1 amomunuesoit Gonsry. Ilo 2
win 3 GnucTepa BMecTe ¢ HHCTPYKIIHEH 1o
PHUMEHEHHIO B KapTOHHyIo mauky. [lo 20 Tabnerok
B ONHCTED H3 TNEHKH NONHBHHIAXHOPUIHOA
(MoMMATHIEHOBOI / NONTHBHHUINEHXIIOPHIHOH) H
AMOMHHHEBOH (QoJbry, mo 25 dnucTepos B
KapTOHHYIO MMAuKy € BIOKEHHEM 25 HHCTPYKLHMI 10
NPHMEHEHHIO.

12 | Labeling / Mapkuposka | According to ND /

B cootsercTBuu ¢ HJL

13 Storage conditions / Ycnosus

XpaHEeHUs BoIme 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMnepaType He

14 | Shelf'life / Cpox rogrOCTH 3 years /3 roma

Remarks : The Product conforms to ND/
NpumMeyanue: NpogykT cooTBeTcTByeT TpeboBaHnsam H

Conclusion : APPROVED /
3axnouenne: OQOBPEHO

Checked by QC In-Charge /,
JlokymeHT npoeepeH OKK: \]3 B\ orue

Approved by QA In-Charge /
[lokymeHT ogobpeH OOK:

Date /

[ara: 20:03-2022_

Date /
Oarta:

2,0,022:.20272
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