Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 10f4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482124 Batch Quantity / Oobem cepun:  5850packs / ynakosok
AR No / Auanutaueckuii oruer Ne : ARF/200/2022|Date of Analysis / lata ananuza:  16.09.2022
Date of Mfg / lata npoussoacrsa:  08/2022 Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananus nposenén mo HJI: [IN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Iloxazarenas

Ne Result / PesyasTaTs

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. / Ilnockre kpyrisie TabneTkH co
CKOIIIEHHBIMH KpassMH OT KOPHYHEBOI'O A0 TEMHO-
KOPHYHEBOrO 1[BeTa ¢ BkpamteHusMy. Ha oxsoi
cropone Tabnetku BeiasieHo cioeo «CIPLA», Ha
OPYTo# - IUHHA pasioMa.

2 | Identification / IlognmuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpalinBaHHe aMMHAYHOTO PacTBOpPa B KPACHBIH
AHTPaxXHHOHOBBIE TJTHKO3HIBI sk -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYeT chromatogram of the sample solution should
Merunnaparaapoxcubensoar corresponds to the retention time of the principle
(BRAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKUBAHHSA OCHOBHOTO IIHKA HA XPOMATOrpaMme
HCMBITYEMOr0 PacTBOPA JIOJDKHO COOTBETCTBOBAT
BPEMEHH YePyKHBAHHA OCHOBHOTO ITHKA Ha
XPOMATOrpaMMe CTaHAAPTHOTO PACTBOpPA
MmeTunnaparunpokcubenzoara (pasmen
«MeTtunnaparuapokcubenzoar).

3 | Average weight / Cpennss
Macca

188.53mg / 188,53mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTeyeT TpeGosaHuam HA

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge /

B

NokymeHT nposepeH OKK: Qe HokymeHnT ogobpeH OOK:
Date / ) : Date/ {~. 2022
ara:  16°07r 2022~ nera: ' 1 © 9
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- : CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: SENADE TABLETS 13,5 mg

Page2 of 4/ Ctp.2 u3 4
Hpoayxr: CEHAJE", TABJIETKH 13,5 mr

Date of Mfg / laTa npou3BoACTBa:

Batch No /Cepusi Ne: 482124 Batch Quantity / O6nem cepun:  5850packs / ynakoeox
AR No / Ananurunueckuii oryer Ne : ARF/200/2022|Date of Analysis / JaTa ananuza: 16.09.2022
08/2022 Date of Expiry / I'oaen no: 07/2025

Analysis performed according ND / Anaaus nposenén no HI: TIN013745/01-091017, Mam. Ne 1 or 17.04.2020

Test / [Toxazarens

Ne Result / PesyabTarst

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTH MO Macce

Complies / CootBercrByer

18/20 tablets NMT + 7.5 % / 18/20 ue bonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue 6onee +15%

5 | Loss on drying / IToteps B 1.4%

Macce TMPH BLICYIIMBAHUH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 82 -89%

Pacteopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos gepes 120 mun

7 | Uniformity of Dosage units / AV =55

OmHOPOIHOCTH JO3HPOBAHHUS

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:

M-xi] £0,01 x L2 x M.

L1=150;L2=25.0.

ITokasarens npuemiiemocts mist n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npesbimaet L1,
IPOBOIAT HCHbITAHKE HA creayiomux 20 obpasuax.
Jlns n=30 AV <L1. Bce 3HaueHHs X1 JOJDKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOe omnpeneneHue
(CrnextpodoTomerpus)

13.99mg/tab /

13,99mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B 1n one tablet. /
O 12,15 no 15,53 mr (01 90,0 mo 115,0 %)
CEHHO3H/IOB B NepecyeTe Ha ceHHo3u B B onHO#H
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknioyenmne: O0QOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=

[LokymeHT nposepeH OKK: Ctus [okymeHT opobpeH OOK:
Date / 16-09+ 20621 Date / {7109 Tos2..
Hara: [Oara:
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A
Page3of4/Crp.3 3 4
Product: SENADE TABLETS 13,5 mg IlpoaykT: CEHA)IE@, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 482124 Batch Quantity / O6bem cepun:  5850packs / ynakoBok
AR No / Ananutndeciknii oruer Ne : ARF/200/2022 |Date of Analysis / {aTa ananuza: 16.09.2022
08/2022 Date of Expiry / I'ogen no: 07/2025

Date of Mfg / lata npou3soacTsa;

Analysis performed according ND / Ananus nposenén no HJ[: I1N013745/01-091017, H3m. Ne 1 ot 17.04.2020

No Result / PesyasTarsi ’ Specification / Hopma
Test / Ioxa3zarens
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepxanue
MeTHAnaparuapokcubensoara 0,049mr/ra6
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriaueckas 4ucToTa

10a) | Total Aerobic microbial count /
O6wee uucio a3pobHBIX 10

MHKPOOPraHH3MOB

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obiee uncIo
MIECHEBbIX M APOMOKEBBIX

rpuboB

<10

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

10 ) | Bile tolerant gram-negative
bacteria/ Ycroiiaussie k
HefCTBHIO JKeJTYH

rpaMOTpPHIATENEHEIE DakTepuu

Absent /OTCyTCTBYIOT

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

10 d) | Staphylococcus aureus

Absent /O1cyTeTBYIOT

Absentin 1 g/ Orcyrcreuer 1 1

10 ¢) | Escherichia coli

Absent /OtcyTeTBYIOT

Absentin 1 g/OrcyrctBreB 1 T

109) | Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanune: MpoaykT cooteetcTayer TpeGosaHnam HI

Conclusion : APPROVED /
3akmouenue: OQOBEPEHO

Checked by QC In-Charge /

[okymeHT nposepeH OKK: &) aue

Approved by QA In-Charge /
DokymeHT ogobper OOK:

B

Date / .
e [« BT ¢ a8l

Date /

Rars: \1-09.202-2-
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Cipla

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482124 Batch Quantity / O6nvem cepun:  5850packs / ymakoBox
AR No / Auanurnyeckuii oryer Ne : ARF/200/2022|Date of Analysis / laTa ananuza: 16.09.2022
Date of Mfg / lata npoussoacrsa:  08/2022 Date of Expiry / T'ogen no: 07/2025

Analysis performed according ND / Ananuz nposenén mo HJ/I: II NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Iloxa3zarens

Result / PesyabTaTsi

Specification / Hopma

11

Package / Ynakoeka

Package / Ynakoeka - 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
6nucTep H3 MICHKH

[OJIM BHHHITXJIOPHIHOR
(nonuaTHNEHOBO#/

O BHUHHJINEHXJIOPHTHOMH ) H
amoMHHHEeBOH GoNeru, no 25
BMUCTEPOB B KAPTOHHYIO IAYKY
C BJIOJKEHHEM 25 HHCTPYKLHi
10 NPHMEHEHHIO.

Package / Ynakoexka - 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 GHCTEp M3 IIIEHKU TPEXCIOHHOH
(IIBX/TI3/TIBAX) u amoMunKeroii doneru. Ilo 2
unu 3 GnMcTepa BMECTe C MHCTPYKIHEH 110
NPHMEHEHHIO B KapToHHYIO mauky. [To 20 Tabnerox
B OIHCTEP M3 NIEHKH MOMHBUHHIIXIOPHAHOM
(onuaTHNEHOBOH / NONHBHHHIIEHXJIOPHAHOH ) 1
ATIOMHHIEBOH (hosibru, mo 25 6aHCcTEPOB B
KapTOHHYIO NaYKy ¢ BIOXKEeHHeM 25 MHCTPYKLHH 1o
MPHMEHEHHIO.

12

Labeling / Mapxuposka

According to ND /

B cootsercteuu ¢ HI{

13

Storage conditions / Ycnosus
XpaHeHHs

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

seime 25 °C.

14

Shelflife / Cpox rogrocTH

3 years / 3 ropa

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknoyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ?361 aue LokymeHT ogobpeH OOK: MV’L
Date / Date /

. " v = e S
Hara: [6- ®Ye 2022 fhéva; \1.09.2-0
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