Cipla

CERTIFICATE OF ANALYSIS
” CEPTUOUKAT AHAJIU3A ‘
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Opoiyit: CEHAJAE®, TABJETKMH 13,5 v
Batch No / Cepmst Ne: 482046 Batch Quantity / O0bem cepum: 5852 packs / ymakoBok
AR No / Asanurmaeckuii oraer Ne : ARF/095/2022 | Date of Analysis / [lata amanmza:  14.04.2022
Date of Mfg / lara npoussoacrsa:  03/2022 Date of Expiry / I'oxen 1o: 02/2025

Analysis performed according ND / Anamas nposeaga no HJ/L: [T N013745/01-091017, 3m. Ne 1 ot 17.04.2020

Ne Test / lloxaszaTennb Result / Pezynprare: Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTyer 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 kpyrneie TabneTxku co
CKOLICHHBIMU KPasiMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOTO LjBeTa ¢ BKpameHmwsimu. Ha ogroit
cropoHe TabnerkH BeiasieHo cnoso «CIPLA», Ha
IpYTO# - TUHUA Pa3noMa.

2 | Identification / TlommaHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByeT OxpamuBaHHe aMMHMA4HOIO PacTBOPa B KPAacHBIH
ANHTPaXHMHOHOBBIE [JIMKO3HUIbI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET chromatogram of the sample solution should
MeTtminaparuapokcubeH30at corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpIKHBAHIA OCHOBHOIO IMKA HA XPOMATOrpamme
HCILITYEMOTO PacTBOPa AOIKHO COOTBETCTBOBATh
BPEMEHH YIEPXKUBAHNA OCHOBHOIG [IHKA HA
XpOMATOrpaMMe CTaHAAPTHOIO PacTeopa
MeTHnnaparuapokcubensoara (pasnen
«Metunnaparuapokcubensoar).

3 | Average weight / Cpenusist 188.40mg / 188, 40mr 189.99 mg +7.5% / 189,99 mr +£7,5%
mMacca

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

MNpwumeuanwne: MNpoaykT cooteeTcTByeT Tpebosanusamv HI | 3akmwoyvenne: OQOBPEHO

Checked by QC In-Charge f 3 Newe Approved by QA In-Charge / o
HokymeHT npoeepeH OKK: 1 £ [HokymeHT opnobpen OOK: %liﬂ/
Date/ | 4.04.0c0 Date / e 2

[ara: ! [Oara: \U-ou- 202
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Cipla

CERTIFICATE OF ANALYSIS
v CEPTHO®UKAT AHAJIN3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 ing _ Mpoayxt: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482046 Batch Quantity / Onem cepun: 5852 packs / ynaxosox
AR No / Anasarmaecknii oraer Ne :  ARF/095/2022|Date of Analysis / lata anamua: 14.04.2022

Date of Mfg / lata npomssoacrea:  03/2022 Date of Expiry / I'onen no: 02/2025

Analysis performed according ND / Ananus nposenén mo HJI: TIN013745/01-091017, Hsm. Ne 1 ot 17.04.2020

Ne Test / llokazaTens

Result / PesyanTaTss

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE N0 MACCe

Complies / CootsercTsyer

18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee * 15%

OnHOPOAHOCTE JO3UPOBAHHA

5 | Loss on drying / IToTeps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce IIPU BHICYITHBAHMH
6 | Dissolution / 82 - 88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenrosunos depes 120 mun
7 | Uniformity of Dosage units / AV=53 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 <L1. All values of xi must satisfy the
inequality:

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

L1=15.0,12=25.0.

Tlokasarens mpuemmemocT i n=10 AV £L1.

B cnyuae, ecnu 3Haqenne AV npessimaer L1,
MPOBOJIAT UCTILITAHHE Ha cemyromux 20 obpasuax.
Jina n=30 AV <L1. Bece 3Ha4eHus Xi JOJDKHBI
yIOBIETBOPSATE HEPABEHCTBY!

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

L1=15,0,1L2=25,0.

8 | Assay (Spectrophotometry)
Konu4ecTBeHHOE OnpeaesieHne

(CnextpodoTomerps)

13.92 mg/tab /

13,92 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 mo 115,0 %)
CEHHO3H/0B B NepecyeTe Ha CeHHO3HA B B onmHO
Tabnerke.

Remarks : The Product conforms to ND/
Mpwumeyanne: MpoaykT cooTeeTcTByeT TpebosanuamM HI

Conclusion : APPROVED /
3aknrouenne: OQOBPEHO

Checked by QC In-Charge QB
G | QL e

Approved by QA In-Charge /

[NokymeHT nposepeH OKK: HokymeHT ogobper OOK;
Date / ffip Grd it T Date / \uroy-202-2
Jara: [ara:

FMQC003-15-06
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ERTIFICATYE OUF ANALYSIS
CEPTHPUKAT AHAJIU3A

Cipla

Page 3 of 4/ Ctp. 3 n3 4

Prodict: SENADE TABLETS 13,5 nig

Npoayici: CEHAJIE®, TABJIETKH 13,5 mir

Batch No / Cepus Ne: 482046

Batch Quantity / Oowbem cepun: 5852 packs / ymakosox

AR No / Asamarageckuii otaer Ne 1 ARF/095/2022 |Date of Analysis / Tara anamuza:  14.04.2022

Date of Mfg / lata npomssoacrea:  03/2022 Date of Expiry / I'onen po: 02/2025

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

Ne Test / Iloxasarelib Result / Pesyastarsi Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 ae 0,056 mr/rad.
parahydroxybenzoate(HPLC)/
Copnepxanne
METHIIIAPArHAPOKCHOEH30aTa 0,046 mr/ra6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriudeckas Y4CTOTa

10a) | Total Aerobic mictobial count /
O6uee 4nCnO a3pOOHBIX
MHKPOOPraHH3MOB

<10 Not more than 10* cfi/ g/ He bonee 10° /r

10b) | Total combined yeast and mould '
count / Obiee 1ucio

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

<10
IUIECHEBBIX U JPOJKIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyrerBytoT Not more than 10” / g / He Gonee 10° /r
bacteria/ Ycroiiungssie k
NEeHUCTBHE) JKEJI4YH
rpaMOTpPHIATENbHbIE DaKkTepHH
10d) | Staphylococcus aureus Absent /OTcyTcTByIOT Absent in 1 g/ OrcyrcrBue B 1 1
We) | Escherichia coli Absent /OtcyTcTByIOT Absent in 1 g/ OrcyrcTBue B 1 T
101) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / Orcyrctue B i0 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanwne: MpoaykT cooteeTcTyeT TpebosarHuam HA | 3aknouenue: OAOBPEHO

Checked by QC In- Charge’f m
[NokymenT nposepeH OKK: 13 Qe

Approved by QA In-Charge / L
HokymeHT opobpeH OOK: %

Date / | 4 - 04 2020—
Hara:

Date / .
U~O\W 202

FMQCO003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page4 of4/Crp.4n34

Product: SENADE TABLETS 13,5 mig

Mpoayer: CEHAJIE”, TABJIETKH 13,5 v

Batch No / Cepus No :

482046

Batch Quantity / Odnem cepum:

5852 packs / ynakosok

AR No / Asannrageckwii orger Ne : ARF/095/2022

Date of Analysis / [lara ananuza: 14.04 2022

Date of Mfg / Jlara nponssojacrsa:

03/2022

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Auayms nposeaén mo HJI: TTI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lloxasarens Result / PesyabTaTsi Specification / Hopma
11 | Package / YnakoBxka s ;
g ia;ﬁ%:t;f;:::z? kit Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
25 patient information leaflets in |C2ItOM- 20 tablets in a blister made of PVC
N c;’mn /o 20 ratmerox o |/PE/PVDC film and aluminum foil, 25 blisters with
A ) — 25 patient information leaflets in a carton. / ITo 20
nom»mup — Tabnerok B GIMCTEP M3 MIEHKH TPEXCIOHHOH
P ——. B!; w/ (IIBX/IIDMIBAX) u amomuuunesoit ¢onsru. Ilo 2
e eHXNOPHANON) 1 unu 3 OnucTepa BMeCTe C HHCTPYKI[HEH Mo
Sooamananci ti)onil)am, 10 25 NPUMEHEHHIO B kapToHHyio nauky. [lo 20 Tabnerok
Guncrépos 8 i B OHCTeD M3 TIEHKH MONHBHHAIXIIOPHAHOM
RN 25‘ . ) y!cu:;y (nonuITHNEHOBOH / NONTHBHHHIAEHXIOPHAHOH) H
S —— o amomuHueBoH Gobry, no 25 Gnuctepos B
P ' KapTOHHYIO MA4Ky C BIOKEHHEM 25 HHCTPYKIIHIi 1o
NPHMEHEHHIO,
12 | Labeling / Mapkuposka According to ND /
B coorsercteuu ¢ HJ]
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temnepatype He
XpaHeHHs soime 25 °C.
14 | Shelf'life / Cpok ronnoctn 3 years/ 3 roga

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykr coorsetcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge /
HokymeHT ogobpeH OOK: %

HokymeHT nposepeH OKK:
Date / 04202 1 Date / SO\~ 2
Bare l4- Cae \Y-o\u- 202
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