Cipla

CERTIFICATE OF ANALYSIS
- CEPTU®UKAT AHAJIM3A

Pagel of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepust No: 484120

Batch Quantity / O6sem cepun:

5842packs / ynaxkosox

AR No / Apanmrigecknii order Ne : ARF/208/2024|Date of Analysis / lata anamasza:  05.11.2024

Date of Mfe / Jlara npoussoacrea:  10/2024

Date of Expiry / I'ogen no:

09/2027

Analysis performed according ND / Anams nposengén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.37.2624

Test / IlokazaTean

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucarnne

Complies / CooTsercTByeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. Tt has CIPLA
monogram embossed on one side and central break-
line on the other. / ITnockue kpyrneie TabneTku co
CKOLIEHHBIMH KpasMH OT KOPHYHEBOIO 10 TEMHO-
KOpPHYHEBOro uBeTa ¢ BkparieHusimu. Ha onHoit '
cropone TabneTky seigasneno cnoso «CIPLA», na
JIPYTOi - TMHKSA Pa3noMa.

2 Identification / ITlofIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cooteercrpyer OkpawnBaHHEe aMMHA4YHOTO PACTBOpPA B KPAcHBI
AHTPaXUHOHOBBIE [THKO3H/IBI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
MerumaparuapokcubeHzoat corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKMBAHHSI OCHOBHOIO IIHK2 HA XPOMAaTOrpaMme
HCIIBITYEMOIO PACTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH yAep)KUBAHHA OCHOBHOIO MHKa Ha
XPOMAaTOrpaMMe CTaHJAPTHOIO PacTBOpa
merunnaparugpoxcubensoara (pasaen
«MetunnaparuapokcubeHsoar).

3 | Average weight / Cpennss
macca

188.56mg / 188,56mr

189.99 mg £7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTayeT TpebosaHusm HL

Conclusion : APPROVED /
3akrnirouenune: OOQOBPEHO

Checked by QC In-Charge / s
JokymeHT nposeper OKK: iE,LJ

Approved by QA In-Charge /
HokymeHT ogobperH OOK:

ghe

Date /

[ara: S0 2y

oS

Date /

Jara: AR

0S -\
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Cipla

CERTIFICATE OF ANALYSIS

= CEPTH®HUKAT AHAJIN3A
" Page2 of 4/Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJE®, TABJETKH 13,5 mr
Batch No/ Cepua No: 484120 ‘ Batch Quantity / O0bem cepun:  5842packs / ynaxosok
" |AR No / Ananntayeckuii orger Ne : ARF/208/2024|Date of Analysis / lara anaamsa: 05.11.2024
Date of Mfg / lara npoussoacrea:  10/2024 {Date of Expiry / Tonen no: 09/2027

Analysis performed according ND / Anamus nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/61-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThb! ' Specification / Hopma
Test / IlokazaTesb
4 | Uniformity of weight / Complies / CootBercrryer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee = 7,5
OnHOpOMHOCTE MO Macce % !
- 2/20 tablets NMT £15% / 2/20 e 6onee + 15%
5 | Loss on drying / IToTeps B 2.2% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BBICYIIHBAHUN
6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <LI.
OnHOpPOAHOCTE HO3HPOBAHHS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30 )
AV <LI1. All values of xi must satisfy the
inequality:

IM-xi[ < 0,0L.x L2 x M,

L1=15.0; L2=25.0.

[okazarens npuemaemoctu anst n=10 AV <L1.

B cnyuae, ecnn 3nauenne AV npesbnuaer L1,
MPOBOIAT HCHbITAHKE Ha cnenyrowux 20 obpasuax.
Hns n=30 AV <L1. Bce 3Hauenys Xi JOMKHL!
YZIOBJIETBOPATL 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
KomuuectBeHHOE OmpeneneHue 13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpus) Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)

13.92Mmr/Tab CEHHO3M[IOB B NMEPECYETE HA CEHHO3UN B B onHOM
' Tabnerke.

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

MNpumeuanue: MNpoaykT cooreBeTcTByeT TpebosaHuam HI | 3aknovyenune: OJOBPEHO

Checked by QC In-Charge / Eap Approved by QA In-Charge /

HokymeHT nposeper OKK: -p;{f/ HokymeHT ofoBpen O0K: @ﬁf

Date / , Date /

- 2 O . .
[ara: i [ara: b i
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Cipla

CERTIFICATE OF ANALYSIS

= CEPTU®HEAT AHAJTU3A

. Page3 of4/Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr _
Batch No / Cepus Ne: 484120 Batch Quantity / O6nem cepun:  5842packs / ynaxonox
AR No / Ananurmaeciknii oraer Ne : ARF/208/2024|Date of Analysis / Jlara anannza: 05.11.2024
Date of Mifg / lara nponssoacrea:  10/2024 Date of Expiry / I'ogen go: 09/2027

Analysis performed according ND / Ananus nposengn no HJI: 11 N013745/01-180522, amend No. 1 dated

22

09.07.2024 / I1 N613745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarsl Specification / Hopma
Test / lloka3zaTenn
9 | Content of Methy! 0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ _
ConepikaHue .
METHINaparuapokcHdenH3oaTa 0.038Mr/1ab
(BIXKX) i

10 | MICROBIAL LIMIT TEST/ Muxpobuonorideckas 4MCTOTa

10a) | Total Aerobic microbial count /
Obmee 4HCnO a3pOOHBIX 10 Not more than 10* cfu/ g / He Gonee 10* /r

MUKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / OBmee umcsio <10
IUIECHEBBIX M IPOMOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ Ycroiuupbie K
NEACTBUIO HKEITYH
rpaMoTpHLaTeNbHbIe OaKTepHH

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrctBHe B 1 T
10€) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyrerBue B 1 1
10f) | Salmonella Absent / OtcyTcTByIOT Absent in 10 g / Orcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: MpoaykT cooteetcTeyeT TpebosaHuam HA | 3akntouenune: ONOEPEHO
Checked by QC In-Charge / P Approved by QA In-Charge /
HokymenT nposepeH OKK: %’f/ ' [okymeHT ogobpeH OOK: %ﬁ
Date / o Date /

oS- il re oOc.\|-202
Hara: = [ara: Sl 1
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

484120

Batch Quantity / O0bem cepun:

5842packs / ynaxkoBor

AR No / Auanurnyeciknii oruer Ne : ARF/208/2024

Date of Analysis / lara ananmsa: 05.11.2024

Date of Mfs / Jlara nponssoacisa:

10/2024

Date of Expiry / I'oxen no:

09/2027

Analysis performied according ND / Ananus nposeaén mo H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, mam. Ne 1 ot 09.07.2024

Ne

Test / llokaszarens

Result / PesyabTaThl

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 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
fanucrep U3 MIeHKH

MO BHHUIXJIOPHIHOM
(nonuaTHIeHOBOH/
NOMHBHHUIAEHXIOPUIHOI) 1
amoMuHHeBoH donbry, no 25
OnHCTEPOB B KAPTOHHYIO MaYKy
C BIIOXKEHHEM 25 HHCTPYKUHI
110 IPUMEHEHHIO.

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
TabneTok B GMcTep M3 TJIEHKH TPeXChoiinoi
(MIBX/TID/TIBAX) u amomuuueBoii ¢onsra. ITo 2
unu 3 Gnucrepa BMeCTe ¢ MHCTPYKLIMEH 1O
NPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 tabnerok
B GNHCTEp M3 IUICHKH MOTHBHHUIXJIOPHIHOI
(MONMMITUICHOBOH / NONHBHHUIACHXJIOPHIHOIM) U
anIOMHHHEBOH (onery, no 25 GnucTepos B
KapTOHHYIO HauKy C BJIOXKEHHEM 25 MHCTPYKLHIt NO
NPHUMEHEHHEQ.

12

Labeling / Mapxuposka

According to ND /

B cootsercreun ¢ HII

13

Storage conditions / Ycinosus
XpaHeHHs

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

soime 25 °C.

14

Shelf life / Cpox roanocTH

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTeeTcTeyeT Tpebosarnam HJ

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / ]

NokymeHT nposepeH OKK: = f’p HdokymeHT ogobpeH OOK: %
Date / (1. ) Date / g

fava, 905 02y o 05 \\.2024
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