Cipla

. CERTIFICATE OF ANALYSIS
CEPTU®PHUKAT AHAJIU3A

Pagel of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / lara npousBoacTea:

Batch No / Cepusi Ne: 482142 Batch Quantity / O6bem cepun:  5850packs / ynakosok
AR No / Ananurnuecknii oruer Ne:  ARF/220/2022 | Date of Analysis / {aTa anaauza: 23.10.2022
09/2022 Date of Expiry / I'onen no: 08/2025

Analysis performed according ND / Ananus nposeaén mo HJI: I1 N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / IlokazaTeap

Ne Result / PesyasTars:

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-
Iine on the other. / ITnockue kpyribie TabneTkn co
CKOILIEHHBIMH KPasMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOro L{BeTa C BKpamnenusamu. Ha onnoit
cropoHe Tabnetku Boigaeneno cioso «CIPLA», na
OPYTOH - IMHUS pazioMa.

Z Identification / ITomymuHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercTByeT OxpalnBaHue aMMHAYHOrO PACTBOPA B KPACHBI
AHTPaxXHHOHOBBIE TTTHKO3H/IBI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercreyer chromatogram of the sample solution should
MerunnaparuapokcubeH3oat corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHHUBAHKSA OCHOBHOTO ITHKA HA XPOMATOrpaMme
HCITBITYEMOr0 pacTBOpa JOJDKHO COOTBETCTBOBATH
BPEMEHH YIePIKUBAHHS OCHOBHOTO MTHKA HA
XPOMATOrpaMMe CTAHZAPTHOrO PACTBOPa
meTHnaparuapokcutensoara (pasagen
«MeTtummaparunpoxcubensoar).

3 Average weight / Cpenusas
macca

188.91mg / 188,91mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoagykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouenune: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: (—@g\ Quat

Approved by QA In-Charge /
[okymeHT ogobpen OOK:

Date /
Oara:

2.3

[ e X s B

Date /
HaTa:

2_3\\0.2—02_2«
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CERTIFICATE OF ANALYSIS

Cipla

CEPTHOHUKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Ilpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482142

Batch Quantity / Oobem cepun:

5850packs / ynakosok

AR No / Ananuruueckuii oryer Ne : ARF/220/2022|Date of Analysis / JlaTta ananuza: 23.10.2022

Date of Mfg / Jlata npoussoacrea:  09/2022

Date of Expiry / I'ogen ao:

08/2025

Analysis performed according ND / Ananus nposenén mo H/I: TI NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PezyasTaTsi Specification / Hopma
Test / IokazaTens

4 | Uniformity of weight / Complies / CootercTByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OHOPOIHOCTE 1O Macce %

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

5 | Loss on drying / IloTeps B 1.5% NMT 6.0 % / He 6onee 6,0 %

Macce MPH BBICYLIHBAHNH

6 | Dissolution / 82- 88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos yepes 120 muH

7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTL HO3HPOBAHUSA 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=250.

IMokazarens npuemnemocty s n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npesbiaer L1,
MPOBOAAT HCMBITaHHE Ha cnenyrommx 20 obpa3uax.
s n=30 AV <L1. Bce 3Ha4eHHs X1 AOJDKHBI
YIOBJIETBOPATE HEPABEHCTBY:

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
KonnuectseHHOe onpeneneHue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpns) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,09mr/1a6 CEHHO3H/0B B NepecueTe Ha CeHHo3uA B B onHO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTseTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge / -
[lokymeHT nposepeH OKK: 6l HoxymeHT ogo6peH OOK: %@ﬁi/
Date_f 2 B AR O (W 18 1 1 N Datell 2.3.\0- 2022
[ara: fara:
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: CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482142

Batch Quantity / O6nem cepuu:

5850packs / ynakosok

AR No / Ananurudecknii oruer Ne :  ARF/220/2022 | Date of Analysis / lara ananuza:  23.10.2022

Date of Mfg / laTa nponssoacrsa:  09/2022

Date of Expiry / I'ogen go:

08/2025

Analysis performed according ND / Auanus nposeaén nmo HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabsTaTbi Specification / Hopma
Test / Ilokazaress
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprkanue
MeTwimaparuapokcubensoara 0.048Mmr/ta6
(BIXX)

10 | MICROBIAL LIMIT TEST/ Muxpofuomoruueckas YHcTOTa

10a) | Total Aerobic microbial count /
O6wee uncio a3podHbIX

MHKPOOPraHH3MOB

<10

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

10b) | Total combined yeast and mould
count / Obwmee uncno
IJIECHEBBIX M JIPOHIKEBBIX

rpubos

<10

Not more than 107 cfu/ g /He Gonee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ YcTolduBEIe K
IEHCTBHIO YKEJTYH

rpaMoOTpHUATENbHbIE faKTepHH

Absent /OTcyTCTBYIOT

Not more than 10°/ g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrcrBueB 1 r

10 e) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyrctBueB 1

10 ) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTCTBYET TpeGosaHuam HJ

Conclusion : APPROVED /
3aknwyenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposeper OKK: 13 g 55 NokymeHT ogobpeH OOK: "@7’&‘;’
Date / . . Date / 2.2 \O- 2oz
Oara: 23-10-2022 [arta: “
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 4 0of4/Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

482142

Batch Quantity / O6bem cepum:

5850packs / ynakoBok

AR No / Ananuruueckuii oruer Ne : ARF/220/2022

Date of Analysis / JlaTta ananuza: 23.10.2022

Date of Mfg / JlaTta npoussoacTsa:

09/2022

Date of Expiry / I'onen no:

08/2025

Analysis performed according ND / Ananns nposeaén nmo HI: IT N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Result / Pesyabsrarsbi Specification / Hopma
Test / Ilokasaresn
11 | Package / Ynakoeka =
’ ila:k;%:tér?:é(gﬁa 2 lsts Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alinninsim Ml 25 blissers. widh | 3 blisters and a patient information leaflet in a
35 nadiant mft;nnation lostlats i carton. 20 tablets in a blister made of PVC
e c:rton / To 20 TaneTok B /PE/PVDC film and aluminum foil, 25 blisters with
— 'HS = 25 patient information leaflets in a carton. / ITo 20
nomaugmnxnopunuoﬁ Tabnerok B 6MCTEpP M3 MIEHKH TPEXCIOHHOMH
(ommsrumenosoll/ (IBXAIMIBIX) u antomuunesoii doneru. [To 2
[10JTH BHHH ICHXJIODH/IHON ) H umu 3 GoucTepa BMecTe ¢ HHCTPYKLHER 10
amoMEERoRoR BOmsTE, 10 25 NPUMEHEHHIO B KapTOHHYIO nadky. [To 20 Tabnerok
P . 10 pstie 1B GrmcTep M3 MIEHKH NOTHBHHHITXJIODHIHOM
& BHO)KEHHCM 2? i y ks y (nONM3THIIEHOBOI / NONHBH HHJIIEHXJIOPHIHOH ) H
O AR Py amoMHHHEBO# (onbru, no 25 6mucrepos B
P ' KapTOHHYIO Na4Ky C BIOKeHHeM 25 HHCTPYKLUHii 110
MPHMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
B cootsercteuu ¢ H]]
13 Storage conditions / Ycious In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He
XpaHeHus Beie 25 °C.
14 | Shelflife / Cpok roanocts 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT coorseTcTByeT TpebosaHuaM Hl

Conclusion : APPROVED /
3aknwyenune: O0OBPEHO

Checked by QC In-Charge /
[HokymeHT nposeper OKK:

SR

Approved by QA In-Charge /
[okymeHT ogobpen OOK:

Date /
Nara:

23+ Y005

Date /
[ara:

9% A0 s T
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