Cipla

s CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Pagelof4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

fipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepus Ne: 484116

Batch Quantity / O6nem cepun:  5849packs / ynaxopox

AR No / Ananuruyeckuii oruer Ne :  ARF/204/2024|Date of Analysis / lata ananuza: 28.10.2024

Date of Mfg / ara npoussojcrra:  10/2024 Date of Expiry / Togen no: 09/2027

Analysis performed according ND / Ananus nposeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, usm. Ne 1 o1 09.07.2024

Ne

Test / Iloxazarens

Result / PeayasTaTs Specification / Hopma

1 | Description / Onucanue Compties / CootsercTyer 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 kpyrisie TabneTkn co
CKOLIGHHBIMHU KPasMH OT KOPHYHEBOTO IO TEMHO-
KOPHYHEBOTO I{BeTa ¢ BKpamnennama. Ha oxmoii
cropone Tabnetku Beigasneno cioso «CIPLA», Ha
Apyrof - IMHHA pasnoMa.

2 | Identification / ITommssOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tumns a reddish colour /
CooTeercTByeT Oxpammpanne aMMHAYHOrO PacTBOPa B KPACHLIH
AHTPaXWHOHOBBIE TJIEKO3H I -,
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBercTByeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepKHBAHUS OCHOBHOTO ITHKA HA XPOMAaTOrPAMME
HCIBITYEMOTO paCTBOPa AOMKHO COOTBETCTBOBATE
BPEMEHH YAEPKUBAHHA OCHOBHOrO IMUKa HA
XpoMarorpamMme CTaHJapTHOIO pacTeOpa
MmeTHnaparuapokcubensoara (pasnen
«Merunmaparunpokcubenzoar). -

3 | Average weight / Cpeansisa 189.54mg / 189,54mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cootBeTcTByeT TpebosaHusm HL | 3akmoyenune: OQOEPEHO
Checked by QC In-Charge / é/w Approved by QA In-Charge /
HokymeHT nposepeH OKK: HokymeHT ogoBpen OCK; w
Date / “10.2.0 Date /
fara: A B > [ara: =y Ry
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TProduct: SENADE TABLETS 13,5 mg

Hpoayir: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepuni Ne: 484116

Batch Quantity / Oobem cepun:  5849packs / ynakosox

AR No / Ananurngeckuit oruer No ¢ ARF/204/2024

Date of Analysis / Jlata ananuza: 28.10.2024

Date of Mfg / JlaTa npou3BoacTsa:

10/2024

Date of Expiry / I'onen no: 09/2027

Analysis performed according ND / Auanus nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / Ilokazarens

Result / PesyasTaTnr

Specification / Hopma

Uniformity of weight /
OZHOPOAHOCTS MO Macce

Complies / CooteercTByer

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

Loss on drying / IToteps B
Macce nNpH BhICYINHBAHHH

1.9%

NMT 6.0 % / He 6onee 6,0 %

Dissolution /
PacTeopenue

78-90%

NLT 70 % (Q) of sennosides in 120 minutes
He meuee 70 % (Q) cennosuaos yepe3 120 mun

Uniformity of Dosage units /
OnHOpONHOCTE MO3UPOBAHHA

AV=353

The acceptability index forn =10 AV <LI.

In the case where the value of AV exceeds L1, a
test 1s carried out on the following 20 samples. For
n=30

AV <L1. All values of x1 must satisfy the
inequality:

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

L1=15.0;L2=25.0.

TTokazatens npuemnemoctu as n=10 AV <L1.

B ciyuae, ecnu 3Hauenne AV npessimaer L1,
OPOBOAAT HCMbITAHKE HA cenytoutnx 20 obpasuax.
Jina n=30 AV <L1. Bce 3HaueHus Xi JOJDKHbI
YLAOBIETBOPATL HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

Assay (Spectrophotometry)
KonuuecrseHHoe oOnpeneieHHe

(CnextpodroTomeTpus)

13.95mg/tab /

13,95mr/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 o 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3H/IOB B nepecueTe Ha ceHHo3ua B B oaxoit
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykT cooTeeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknoyenue: OQOEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK:

=

Approved by QA In-Charge /
[okymeHT onobpeH OOK: %

Date /
[ara:

puig? | O+ Rty

Date /
Lata:

2% \0-2024y
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Product: SENADE TABLETS 13,5 mg

poayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 484116

Batch Quantity / O6bem cepun:

5849packs / ynakosox

AR No / Ananutuyecikuii otuer Ne: ARF/204/2024

Date of Analysis / lata anamnsa: 28.10.2024

Date of Mifg / JiaTa npou3Boacrsa:

10/2024

Date of Expiry / I'ogen ao:

09/2027

Analysis performed according NP / Ananuz npoeaén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uizm. Ne 1 o1 09.07.2024

Ne Result / Pesyanrarsi Specification / Hopma
Test / Ilokazarens
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHmaparuapokcibensoara 0,042mr/1ab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Muxpobuonorsyeckas 4ucTora

| 102) | Total Aerobic microbial count /

Ob1iee uHC0 a3poBHbIX 20 Not more than 10" cfu/ g / He 6onee 10* /r
MHKPOOPraHHu3MoB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obwee uucno <10
MIECHEBLIX H OPOHCGKEBBIX
rpibos

10 ¢) | Bile tolerant gram-negative Absent /OTtcyTcTBYIOT Not more than 107/ g / He 6onee 10% /r
bacteria/ Ycroiiuussie K
JIEHCTBHIO YKeTuH
rpamMOTpHUATENbHbIE OaKTepHH

10d) | Staphylococcus aureus Absent /OtcytcTBytoT Absentin 1 g/ OrcyrcteueB 1l r

10 ¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/Orcyrcreuer 1

100 | Salmonella Absent / OtcytcTByioT Absentin 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykT cooTeeTcTBYeT TpeboBaHusam H

Conclusion : APPROVED /
3akntouenue: O0OBPEHO

Checked by QC In-Charge /

= _ o

Approved by QA In-Charge /

e

[LokymeHT npoeepeH OKK: - [okymeHT opoBpeH OOK:
e oo P 251020
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Pagé4nf4/CTp. duzd

Produci: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAE®, TABJETKH 13,5 mr

Batch No /Cepus M@ 484116

Batch Quantity / Odbem cepuu:

5849packs / ynaxosok

AR No / Auanurnuecknii otuer Ne : ARF/204/2024

Date of Analysis / lara ananuza: 28.10.2024

Date of Mfe / Mara npoussogcrea:  10/2024

Date of Expiry / I'ogen no:

09/2027

Analysis performed according ND / Ananus nposeads no HJI: II N013745/01-180522, aniend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesysinTarni Specification / Hopma
Test / Iloxaszarens
11 | Package / Ynaxoska Package / Vnaxosxka - 20 tablets : "
2 i bl?s A Package / Vnakosxa - 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 wilh | 3 blisters and a patient information leaflet in a
P i,nfo’rmation leaflets in | C2ton- 20 tablets in a blister made of PVC
Gl S /PE/PVDC film and aluminum foil, 25 blisters with
Enus ; psiston 25 patient information leaflets in a carton. / ITo 20
HOJM.IB‘:IP}MHXHOPHAHOE Tabnerok B OIHCTED U3 MIEHKH TPEXCIIOHHOH
I———— (IBX/TID/MIBIX) u amomunnesoii dosery. [To 2
RO pRRR) unu 3 OnucTepa BMecTe C MHCTPyKLH el no
amosmapesol Gonsru, 1o 25 NPHMEHEHHIO B KapTOHHYIO nmauky. [To 20 tabnerox
——— xapm:my,no s B OIHCTED M3 IIEHKH NOJHBHHHITXJIOPHHOI
A ST (monuaTHNEHOBOH / MOMHBHHKIIIEHX IOPHAHOH) 1
O TR L anoMuHueBoii Gonery, no 25 6nuctepos B
P ’ KapTOHHYIO NA4Ky ¢ BIOKEHHEM 25 HHCTPYKIH 110
NPHMEHEHHIO,

12 Labeling / Mapxupogka According to ND /
B coorserctsrn ¢ HII

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH Temnepatype He

XpaHeHus Beime 25 °C.
14 Shelf life / Cpok rogaoctu 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge / s
[okymeHT npoeepeH OKK: ";le—w

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /

- .o lely
[ara: =g 7

Date /

Nare: >B 1902y
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