Cipla

N CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

-

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHA,D;Eg, TABJETKHA 13,5 mr

Batch No / Cepusi Ne: 485034

Batch Quantity / O6bem cepun:  5842packs / ynakoBok

AR No / Auaaurnueckuii oraer Ne : ARF/052/2025|Date of Analysis / lara apaansza:  20.02.2025

Date of Mfg / lata nponssoacrea: _ 02/2025 Date of Expiry / T'ogen no: 01/2028

Analysis performed according ND / Auanu3z nposenén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No
Test / Tlokazarens

Result / PesynbTaThi 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. / Ilnockne Kpyrisie TaOXETKH CO

CKOUICHHBLIMH KPasMH OT KOPHIHEBOTO JI0 TEMHO-

KOPHYHEBOTO 1IBeTa C BKpamneHuamMu. Ha oxHoi

_ |cropone TabneTku BoigaBneHo cnoo «CIPLAY, Ha
Jpyroii - TMHHSA pa3noma.

2 Identification / TToamUMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxkpalnyBaHHe aMMHAYyHOIO PacTBOpa B KpacHbIiH
AHTPaXHHOHOBBIE ITHKO3H b ner,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CootsercrByeT chromatogram of the sample solution should
Metunnaparuapokcubensoar : corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yZePKHBAHUA OCHOBHOTO MUKA HA XpOMaTorpamMmme
HCIIBITYEMOTO PAacTBOPA JOIKHO COOTBETCTBOBATE
BpeMeHH yJiepKMBaHHs OCHOBHOTO TTHKA Ha
XpoMmaTorpaMmMe CTaHIapTHOTO PacTBopa
MeTHIInaparuapokcnGensoata (pasmen
«MeTHImaparuipokcubeH30aT).

3 | Average weight / Cpennss
Macca

190.40mg / 190,40mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTBeTcTBYET TpebosaHuaM HI | 3akniovenue: OOJOEPEHO

Checked by QC In-Charge / gtE 2 s
HokymeHT nposepeH OKK: ) '

Approved by QA In-Charge /
JokymeHT ogobpeH OOK: %

Date /

fara: 2. .02.202¢

Date / r02202S
farta: g
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CERTIFICATE OF ANALYSIS
h CEPTHO®HKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485034

Batch Quantity / O6bem cepun:

5842packs / ynakoBox

AR No / AnanaTruecknii oraer Ne : ARF/052/2025

Date of Analysis / lata anaanza: 20.02.2025

Date of Mfg / Tata nponssoacrea:  02/2025

Date of Expiry / T'ogen 1o:

01/2028

Analysis performed according ND / Ananu3 nposenén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarhb! Specification / Hopma
Test / TlokaszaTens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ue Gonee + 7,5
OIHOPOIHOCTH MO Macce %

: 2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / [Toreps B 2.4% NMT 6.0 % / He 6onee 6,0 %

Macce TIpH BbICYLIHBAHUH

6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHne He menee 70 % (Q) cenno3unos uepes 120 Mun

7 | Uniformity of Dosage units / AV=358 The acceptability index forn=10 AV <L1.
OnHOPOIHOCTH AO3HPOBAHHSA 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=15.0;L2=25.0.
[Mokazarens mpueMaemocty aiast n=10 AV <L1.
B ciyuae, ecnu 35auenne AV npessimaer L1,
NpPOBOAAT MCILITAHHE Ha caeayromux 20 obpasuax.
s n=30 AV <L1. Bce 35a4eHHA Xi NOIKHBI
yAOBJIETBOPATE HEPABEHCTBY:
[M-xi| 0,01 x L2 x M.

1 L1 =15,0; L2 =25.0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHO® ONpesiesienne 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoromMeTpHs) Ot 12,15 o 15,53 mr (ot 90,0 no 115,0 %)

13,89Mr/1a6 CeHHO3HMIOB B NepecueTe Ha ceHHO3UA B B oxHoi
talneTke.

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooteeTcTayeT TpebosaHusam HA

Conclusion : APPROVED /
3aknwoyenue: OOJOEPEHO

Checked by QC In-Charge / =Lt

Approved by QA In-Charge /

AT

[okymeHT nposepeH OKK: HokymeHT ogobpeH OOK:
/ Date / =
g:,tr(;: 2© 002 102N .[1:3:: 20022025
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Cipla

a CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A
» Page3 of 4 /Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEH_A,II,'E TABJETKH 13,5 mr
Batch No / Cepusn Ne: 485034 Batch Quantity / O6bem cepun:  5842packs / ynaxosok
AR No / Apanatuuecknii otuer Ne : ARF/052/2025 | Date of Analysis / Iara anamnza: 20.02.2025
Date of Mfg / ata npon3soacrea: _ 02/2025 Date of Expiry / I'ogen no: 01/2028

Analysis performed according ND / Ananau3 nposeaén no H: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTnl ; Specification / Hopma

Test / Iloka3aTens

9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHINaparuIpokcuben3oara 0,044mMr/1ab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruyeckas 4acToTa

104) -| Total Aerobic microbial count / 60
O0uiee 4rcno a3poOHbIX Not more than 10* cfu/ g / He Gosee 10* /r

MHKPOOPIaHA3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / O6mee yucIo il
IIJIECHEBBIX U ﬂpO)K}KeBB]X
rpnbos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g / He Gonee 10” /r
bacteria/ YcroliuuBeie k
JIEHCTBHIO JKemdu
rpaMoTpHIaTebHbIE GaKTepHH

104d) | Staphylococcus aureus Absent /OTtcyTcTBYIOT Absentin 1 g/ OtcyretBHe B 1 T
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcyrctBue B I
100 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / Otcyrcrene B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNMpoaykT cootseTcTBYET TpebosaHnam HI | 3akmtoyeHue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / &
HokymeHT npoBepeH OKK: %D_/t_.g [LokymeHT ogobpeH OOK: W//'
Date / Date /

Nata: 2¢6-02:-10LY [ara: 20 VO o025
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOHKAT AHAJIN3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485034

Batch Quantity / O6bem cepun:

5842packs / ynaxoBox

AR No / Ananuruuecknii oruer Ne : ARF/052/2025

Date of Analysis / Mata anannza: 20.02.2025

Date of Mfg / lata npoussoactsa:  02/2025

Date of Expiry / I'ogen go:

01/2028

Analysis performed according ND / Anannus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThl Specification / Hopma
- Test / IlokazaTesb )

11 | Package / YnakoBka Package / Ymakoska - 20 tablets |Package / YnaxoBxka - 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. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
6amcTep M3 IUICHKH TabneTok B OIMCTEp U3 TIIEHKH TpeXcoiiHoi
MOJTMBHHUIIXJIOPUAHOH (MBX/MI2/MBAX) 1 anromunueBoii omeru. o 2
(monuaTHICHOBOM/ unu 3 6mucTepa BMeCTe ¢ MHCTpYKUHeEd o
MONUBHHHUITHICHXIOPHAHON) B |IPUMEHEHHIO B KapTOHHYI0 nadky. [To 20 TabneTok
anroMuHHeBoH (onery, no 25 B 6IHCTep U3 TIEHKH NOMHBHHHIXIOPUAHOMI
611CTEpOB B KAPTOHHYIO NA4Ky  |(MONUATHICHOBOH / MOMUBHHUIMACHXIOPHAHOM) 1
C BJIOYKCHUEM 25 MHCTPYKLMit amoMHHAEBOIT donbry, mo 25 61ucTepos B
10 NPUMEHEHHIO. KapTOHHYIO MaykKy C BIOXKEHHEM 25 HHCTPYKIHI no

TPHMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /
B coorBercTBrM ¢ HJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mMecTe npu TeMmneparype He

XpaHeHH BeILe 25 °C.
14| Shelf life / Cpok rognocTi 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTCTBYET TpeGosanuam HO

Conclusion : APPROVED /
3akniouyenue: OQOBPEHO

Checked by QC In-Charge / ;
[lokyMeHT nposepeH OKK: ib&

Approved by QA In-Charge /
JokymeHT ofo6peH OOK:

e

Date /
[Hara:

2-6:02.903

Date /

Nata: 2 0022025
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