Cipla

" CERTIFICATE OF ANALYSIS
CEPTHOPHKAT AHAJIM3A
g Page 1 0of4/Crp.1u34
Product: SENADE TABLETS 13,5 mg HOpoayxr: CEHAJE®, TABJETKH 13,5 mr
Batch No / Cepust No: 484173 Batch Quantity / O6nem cepun:  5845packs / ymaxkoBok
AR No / Ananurnyecknii oraer Ne : ARF/280/2024 | Date of Analysis / [lata anaanza: 08.01.2025
Date of Mfg / Jlata npoussoacTea:  12/2024 Date of Expiry / T'ogen no: 11/2027

Analysis performed according ND / Ananu3s nposenén no H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot £9.07.2024

Ne Result / PesyabTaTh! Specification / Hopma

Test / TloxaszaTenb

1 | Description/ Onucanue _ Complies / CooTseTcTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other, / ITnockue kpyribie TadbaeTKH co
CKOIIEHHBIMH KpaAMH OT KOPHYHEBOTO 00 TEMHO-
KOPHYHEBOrO UBETA C BEparieHusMu. Ha onHo#
cropote TabiieTk BoiasneHo cioBo «CIPLAy, Ha
Apyroii - TMHUA pasaoMa.

2 Identification / TlonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpaluyBaHue aMMMAYHOIO PacTBOpa B KPAaCHLIH
AHTPaXHHOHOBLIE TTTHKO3M/B] .
2b) | Methyl Parahydroxybenzoate Complies / Retention time®of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Metunnaparunpokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yACPKHUBAHHA OCHOBHOIO IHKA HA XpOMATorpaMme
HCITBITYEMOr0 PacTeOpa NOKHO COOTBETCTBOBATh
BpeMeHH y/IepKHBAHHS OCHOBHOIO NMUKa Ha
XpoMaTorpamMmMe CTaHAapTHOrO pacTBopa
MeTuanaparuapokcrbensoata (paszen
«MerunnaparnapokciOeH3oar).

3 | Average weight / Cpennss 191.37mg / 191,37mr 189.99 mg +£7.5% / 189,99 mr +7,5%
mMacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpogykt cooteeTcTayeT Tpebosanuam HI | 3akntoyenune: ONOBPEHO
Checked by QC In-Charge / M Approved by QA In-Charge /
DokymeHT nposepeH OKK: _ HokymeHT ogobpeH OOK: @/ﬁ
Date / : Y - Date /
[ara: &% Bhl0k fara: 08:0\-202-5
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIM3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No/Cepusa Ne: 484173

Batch Quantity / O6bem cepun:

5845packs / ynakosox

‘AR No / Ananuruueckuii oruer Ne ; AR?/280/2024

Date of Analysis / lara amannza: 08.01.2025

Date of Mfg / lara npounsBoacrea:  12/2024

Date of Expiry / T'onen no:

11/2027

Analysis performed according ND / Ananu3s nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 NG13745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / Tloxaszarens

Ne Result / PesynbTaTs!

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTE MO Macce

Complies / CooTBeTcTBYET

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

5 | Loss on drying / Iloreps 8 2.1%
MACCe [PU BBICYLLUMBAHUN

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution/ 77-86%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uepes 120 Mun

7 | Uniformity of Dosage units /
OnHOpONHOCTL NO3HPOBAHMS

AV =355

The acceptability index forn=10 AV <LI.

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:

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

L1 =15.0; L2=25.0,

[Tokasarens npuemaemoctd s n=10 AV <L1.

B ciyuae, ecnu 3nauenne AV npessiiaer L1,
MPOBOJAT HUCIIBITAHKME HA ceayloLux 20 obpasuax.
Hnan=30 AV < L1. Bee 3Hauenus xi 101#Hb!
YAOBNETBOPSTEL HEPABEHCTRY:

[M-xi] <0,01 x L2 x M,

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

8§ | Assay (Spectrophotometry)
KonuuecTReHHoe onpenencHmue
(CnekrpodoTomeTpust)

14.00mg/tab /

14,00Mr/Tad

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 1o 115,0 %)
CEHHO3M/IOB B NIepecyeTe Ha CeHHO3UN B B 0aHOIH
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknroyeHue: OOOBPEHO

Checked by QC In-Charge / OA}U

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpen O0K;

B

Date /

[ata: oV 0 O le g

Date /

[Oara: 03.0y.2025
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®UKAT AHAJIM3A _
_ Page3of 4/ Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg [Mpoaykr: CEHAJIE", TABJAETKH 13,5 mr
Batch No / Cepus Ne: 484173 Batch Quantity / O6sem cepun:  5845packs / ynakosok
AR No / Anaautnueckuii oruer Ne : ARF/280/2024|Date of Analysis / lara anannza: 08.01.2025
Date of Mfg / Jlata nponssoacrsa: _ 12/2024 Date of Expiry / T'onex po: 11/2027

Analysis performed according ND / Anaan3 nposeaén no H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TX N013745/01-180522, n3m. Ne 1 o7 09.07.2024

No ) Result / Pe3ynbTaThb! Specification / Hopma
Test / [loka3zaTennb
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tad.
parahydroxybenzoate(HPLC)/ -
Copaepxanue ]
Me’mnnaparnnpoxeuﬁemoma 0,0481\41“/‘[‘216
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpo0Ouoioruyeckas 4ucToTa

10a) | Total Aerobic microbial count / 30
OGuiee uncno a3poOHbIX Not more than 10* cfu/ g / He Gonee 10" /r
MMKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obuiee 4ucno <10
IJIECHEBBIX 1 JAPOAIKEBEIX
rpubos ' .

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10>/ g / He Gonee 107 /r

bacteria/ YcToituussie K
OEUCTBHIO MKeJTuH
rpamoTpuuarenbHLie GakTepHuH

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | g/ OrcyrerBue B I 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ Orcyrcreue B 1 1
109) | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g / OtcyrctBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr coorsetcTayet Tpebosannam HL | 3akntouenue: ONOBPEHO

Checked by QC In-Charge / 3;6_74-0 Approved by QA In-Charge / %
[lokymeHT nposepeH OKK: [lokymeHT oaoBper OOK: %@/{/
Date / , Date / _ P

fava e et 1ol Nara: O g O\ 202
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page4 of 4/ Crp. 4 u3 4

Product: SEP&ADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne ¢

484173

Batch Quantity / O6bem cepun:

5845packs / ynakosox

AR No / Anaautndeckuii ordyer Ne : ARF/280/2024

Date of Analysis / Jlata anamuza: 08.01.2025

Date of Mfg / lara npon3eojicraa:

12/2024

Date of Expiry / T'ogen g0:

11/2027

Analysis performed according ND / Ananns nposenén no H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 /T1,N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTathbl Specification / Hopma
Test / IToxasaTenn

11 | Package / YnaxoBka Package / Vnakosxka - 20 tablets |Package / Ynakopxa - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Tlo 20 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
OnucTep M3 NIeHKH TabIeTOK B BIUCTEP U3 NNEHKH TPEXCIOIHOI
MOJIMBHHMWITXJIOPUIHOI (TIBX/MI2MIBAX) u amoMmunaunesoii donsru. ITo 2
(nonHITUICHOBOH/ 1M 3 6nucTepa BMECTE C MHCTPYKLUMel mo
MNONMBHHMIMACHXIOPHIHOM) U |IPUMEHEHUIO B KapTOHHYIO nayky. I1o 20 tabneTok
aTOMUHHEBOH Qonbry, no 25 B 6JMCTEP U3 [UICHKH TTOJHBHHUIXJIOPHIHOM
6nMCTEPOB B KAPTOHHYIO Nauky |(MOMMITHIEHOBOI / MOMHBHHUIMACHXIOPHAHOI) 1
C BJIOXKEHHEM 25 MHCTPYKLUHIt anioMUHKMEBOH (onbry, mo 25 6aucTepos B
[0 IPUMEHEHHUIO. KaPTOHHYIO MauKy ¢ BIOMEHHEM 25 HHCTPYKUuMit no

NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coorBeTcTBHE ¢ H]]

13 Storage conditions / Ycnosusi In a dry place, at temperature below 25 °C. / B cyxom MecTe Ipu TeMreparype He

XpaHeHHus Bbile 25 °C.
14 | Shelf life / Cpox rognocTn 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumevanue: MNpogykT cooteeTcTBYET TpeboBaHuaM HL

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge / —pC*

Approved by QA In-Charge /

G

[okymeHT nposepeH OKK: LokymeHT ogobper OOK:
Bg:_ea:/ =% &0 Es_treal DE<O|- 0%
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