Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDPHUKAT AHAJIM3A

Page1of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHANE®, TABJETKH 13,5 mr

Batch No / Cepnsn Ne : 485065

Batch Quantity / O6bem cepuu:

AR No / Anaantnyecknii orger Ne : ARF/091/2025

Date of Analysis / /lata ananuza: 29.03.2025

Date of Mfg / JlaTa npou3BoacTBa:

03/2025

Date of Expiry / T'open no: 02/2028

Analysis performed according ND / Anaau3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

5842packs / ynakosok

Result / PesynasTa

Test / [Toka3zarTeb

ThI Specification / Hopma

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. / [Inockue kpyrisie TabreTkH co
CKOLIEHHBIMH KpasMH OT KOPHYHEBOIO 10 TEMHO-
KOPWYHEBOIO LIBETA ¢ BKpanaeHHAMH. Ha oxHoit
cTopoHe TabneTkH BblaasneHo cnoso «CIPLAy, na
APYTO# - NUHMA paznoma.

Identification / IToANWHHOCTE

Complies /
CooTBeTCcTBYET

2a) | Anthraquinone glycosides /

A HTPAXWHOHOBBIE TJIMKO3H/IbI

Ammoniacal solution turns a reddish colour /
OxpaluMBaHie aMMHaYyHOTO PacTBOpa B KpacHLIil
LBET.

Complies /
CooTBeTCTBYET

2b) | Methyl Parahydroxybenzoate
(HPLC)/
MetunnaparuapokcubeH3oar

(BOXX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUA OCHOBHOIO MHKA Ha XpOMATOrpaMMe
HCIBITYEMOTO PACTBOPA A0JIKHO COOTBETCTBOBATD
BPEMEHH YIEPKHMBAHMS OCHOBHOTO MMKa Ha
XpOMAaTOrpamme CTaHAapTHOTO pacTROpa
meTuanaparuapokcibersoara (paznen
«MeTunnaparupokcubeH3oar).

Average weight / Cpentnss
macca

188.30mg / 188,30mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNMpumeyanue: MNpoaykT cooteeTcTBYET TpebosaHusam HL

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge / \ Approved by QA In-Charge / i
HoxymeHT nposepex OKK: @ [okymeHT opobper OOK: %/f
Date / Date /

= ) -
[ara: > 03003 [lata: 20 03 ORE
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHO®HUKAT AHAJIU3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus Ne : 485065

Batch Quantity / O6nem cepun:

5842packs / ynakosok

AR No / AnasnTuueckuii oraer Ne : ARF/091/2025|Date of Analysis / Iara anaan3za: 29.03.2025

Date of Mfg / [laTa npoussoacrsa:  03/2025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesynbraThi Specification / Hopma

A Test / [TokasaTenb

4 | Uniformity of weight / Complies / CooTercTByeT 18/20 tablets NMT £ 7.5 % / 18/20 He 6onee + 7,5
OIHOPOAHOCTE 110 Macce %

2/20 tablets NMT +15% / 2/20 ne 6onee + [5%

5 | Loss ondrying / IToteps B 1.9% NMT 6.0 % / He 6onee 6,0 %

MACCe MpPH BBICYLIHBAHHH

6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenHo3naos yepes 120 Mmun

7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV < L1.
OIHOPOAHOCTE JO3UPOBAHNS 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| < 0,01 x L2 x M.

L1 =15.0; L2 =25.0.

ITokazarens npuemnemoctu s n=10 AV <L1,

B cnyuae, ecnu 3HaueHue AV npepbimaer L1,
NpOBOAAT MCObITAHME Ha caeayrownx 20 obpasuax.
Insan=30 AV <L1. Bce 3HaueHus X1 JOJKHEL
YAOBIETBOPATH 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
KonwngecTBeHHOE onpeneieHue 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomMeTpHst) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,89Mr/126 CEHHO3H/IOB B NepecyeTe Ha CEHHO3MI B B 01HOi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Npogykr cootseTcTByeT Tpebosannsam HA

Conclusion : APPROVED /
3axknwuenune: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

e

[HokymeHT nposepeH OKK: \ [okymeHT ogobpeH OOK:
Date / 9 . Date / 29.0%.2025
Oara: q:°3 Loty fata:

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTUDOUKAT AHAJIM3A

) Page3 of 4 /Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAJIE”, TABJIETKM 13,5 mr
Batch No / Cepust Ne : 485065 Batch Quantity / O6bem cepan:  5842packs / ynakoBok
AR No / Ananatuuecknii oraer Ne : ARF/091/2025|Date of Analysis / lara ananusza: 29.03.2025
Date of Mfg / lata npounssoacrea:  03/2025 Date of Expiry / T'ogen go: 02/2028

Analysis performed according ND / Anaau3 nposenén no HJ/L: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PeayabTaThi Specification / Hopma
L Test / IlokazaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue ,
MeTHINaparuapokcubeHzoara 0,043mr/Ta6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHoIoruyeckas YucTora

10a) | Total Aerobic microbial count / 20
O61ee Y1C/10 a3pobHBIX Not more than 10* cfu/ g / He 6onee 10 /r

MHKPOOPTaHHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / O01Luee yucno <10
MJIECHEBbIX M IPOAGKEBbIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He 6onee 107 /r
bacteria/ Y cToifuuBbIe K
JICHCTBHIO KETUU
rpaMoTpuiaTteibibie OakTepuH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Otcyrcraue B | 1
10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
101) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g /OrcytctBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyuanue: Mpoaykr cooteeTcTByeT TpebosaHuam H | 3aknoyenue: ONOBEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / -
HokymeHT nposepeH OKK: NokymeHT opobper OOK: %

Date / . Date /
[Jara: 29 0% Loy Jara: 24032025

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
i CEPTUPHUKAT AHAJIU3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485065

Batch Quantity / O6nem cepnn:

5842packs / ynakoBok

AR No / Anaautu4ecknii oruetr Ne : ARF/091/2025

Date of Analysis / lata ananamsza: 29.03.2025

03/2025

Date of Mfg / lata npou3BoacTBa:

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesynbTaTs! Specification / Hopma

i Test / MokasaTes

11 | Package / YnakoBka Package / Ynakosxa - 20 tablets |Package / Ynakoska - 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. / [To 20
onmcTep W3 MIeHKH TabneTok B OnMCTEp M3 MIEHKH TPEXCJIOHHOM
MOMUBHHHUIXTOPUIHOH (MBX/TIS/MIBIX) 1 antomuHueBo# (onsru. Ilo 2
(nonuaTHIIEHOBOM/ 1 3 6aKcTEpa BMECTE C HHCTPYKIMEH 110
MOJMBUHUTHIEHXTOPHAHOM) M |MPHMEHEHHIO B KAPTOHHYIO nauky. [To 20 tabneTok
anoMUHKHEBO#M (onbry, no 25 B OHCTEp U3 MIEHKH MOMUBHHIIXJIOPHIHOM
OJIMCTEPOB B KAPTOHHYIO Mauky |(MOAMITHIEHOBOM / MOMHMBHHIIMACHXIOPHAHOM) H
C BAOXKEHHEM 25 HHCTPYKLMH anomMuHueBoi Gonbry, no 25 6aucrepos B
110 NMPUMEHEHHUIO. KAPTOHHYIO MAuKy C BAOKEHHEM 25 WHCTPYKLHIA 1Mo

NPHUMEHECHHUIO.

12 Labeling / Mapxuposka According to ND /
B cooteetcTBun ¢ H]T

13 Storage conditions / Yciosus In a dry place, at temperature below 25 °C./ B cyxoM MecTe npu Temneparype He

XpaHeHus Boiue 25 °C.
14 Shelf life / Cpok rogxocti 3 years / 3 rozma

Remarks : The Product conforms to ND/
[Mpumeyanwme: MNpoaykT cooTeeTcTBYET Tpebosaxusam HJ

Conclusion : APPROVED /
3aknioyenue: OAOBPEHO

Checked by QC In-Charge / 7,
HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ogo6peH OOK:

-

Date /
Harta:

Q—S\lof)‘u’l_,’)p

Date /

Dara: 24.032.202F5

FMQC003-15-10
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