Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A
= Pagel of 4/Crp. 1134
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Product: SENADE TABLETS 13,5 mg IIponykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No /Cepua Ne: 485130 Batch Quantity / O6bem cepun:  5848packs / ynaxkosox

AR No / Ananutuueckuii order Ne : ARF/204/2025 Date of Analysis / lata anannza: 03.10.2025

Date of Mfg / Tara npoussojcra:  09/2025 Date of Expiry / I'onen go: 08/2028

Analysis performed according ND / Anann3s nposeaén mo H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 o1 09.07.2024

B Result / PesyabTaThl Specification / Hopma
o Test / INoxasaTtean
1 Description / Onucanune Complies / CooTsetcTByeT 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. / [Lnockue kpyrisie TadbneTky co
CKOLIEHHBIMH KPAasAMH OT KOPHUHEBOTO JI0 TEMHO-
KOPHYHEBOIrO LBETA C BKPAIJIEHHAMM . Ha oanoit
cropote TabneTkH BoiaaBneHo cioBo «CIPLA», na
APYro#i - MTMHKA pasznoma.
2 | Identification / [lopnmisHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpaluMBaH1e aMMHA4HOTO PacTBOpa B KpacHbiii
AHTanHHOHOBHC TJIMKO3HUIBI LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
MeTHnnaparuapokcioeH3oar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaepKHBAHHS OCHOBHOIO [HKA HA XpOMATOIPaMMe
MCMBITYEMOTO PacTBOPa IO HO COOTBETCTBOBATH
BpEMEHH yIePXKHUBAHHS OCHOBHOTO IMKA HA
XpomarorpaMme CTaHAaPTHOTO pacTBoOpa
MeTuanaparnapokcubensoara (paszaen
«Metunnaparuapoxcubensoar).
3 | Average weight / Cpennsis 188.65mg / 188.,65mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNMpogykr cooteeTcTBYET TpeboaHusim HLO | 3akntoyenune: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / \
[okymeHT nposepeH OKK: -;:‘F O,_P/UJ [okymeHT ogobped OOK:
Date / ‘ Date /
[lara: OA-to- Lol § [ara: 0310 2025
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|Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepust Ne: 485130

Batch Quantity / O6bem cepun:

5848packs / ynakosox

AR No / Ananurnuecknii oruer Ne : ARF/204/2025|Date of Analysis / laTa anaansza: 03.10.2025

Date of Mfg / Jlata nponssogcrsa:  09/2025

Date of Expiry / I'onen no:

08/2028

Analysis performed according ND / Ananu3 nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaThi | Specification / Hopma

e Test / okaszatennb

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 t1e Gosee + 7.5
OJIHOPOHOCT 10 Macce %

2/20 tablets NMT £15% / 2/20 He 60nee + 15%

5 | Loss ondrying / [Toteps B 1.8% NMT 6.0 % / He donee 6,0 %

Macce MpH BICYLIUBAHUH

6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunos vepes 120 mun

7 Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV <L1.
OAHOPOAHOCT 103HPOBAHNS In the case where the value of AV exceeds .1, 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.

Ll=15.0:1.2 =25.0.

[okazarens npuemaemoctu ais n=10 AV <L1.

B cayuae, ecnu 3navenue AV npesbliuaer L1,
NpOBOAT MCMBITAHUE Ha crienyroinx 20 obpasuax.
Hna n=30 AV < L1. Bee 3nauenus xi qomkHbl
YIOBJIETBOPATL HEPABEHCTBY:

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

L1 =150; L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 1o 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTeeHHoe onpenencHne 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpns) Ot 12,15 no 15,53 mr (ot 90,0 20 115,0 %)

14,0 1Mr/136 CEHHO3MIIOB B M€pecyeTe HAa ceHHo3ua B B onHOi
TadneTke.
1

Remarks : The Product conforms to ND/
Mpumeuanwue: MNMpoaykr cootBeTcTBYET TpeboBaHusm HI

Conclusion : APPROVED /
3aknwoyenue: O0JOBEPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK: sﬁ,w

Approved by QA In-Charge / b
OokymeHT ogobpeH OOK: }(g},—«

Date /

Nata: ©. 0L

Date /

0%:.ip: 2275
HaTta:
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Cipla

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepusa Ne: 485130

Batch Quantity / O6bem cepun:  5848packs / ynaxosox

AR No / Asanurrvdeckni orger Ne : ARF/204/2025

Date of Analysis / lara anaanza: 03.10.2025

Date of Mfg / laTa npoussoacrsa:  09/2025 Date of Expiry / I'oaen no: 08/2028

Analysis performed according ND / Ananns nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m

. Ne 1 o1 09.07.2024

Test / Nokaszatenn

Result / PesyabTaThl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepkanue
MeTHITNaparuapokcudensoara
(BDXX)

0.043mg/tab 0.028 - 0.056 mg/tab. / O1 0,028 1

0,043mr/Tad

0 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGnonoruyeckas 4ucTora

10a) | Total Aerobic microbial count / 20
Obuee 4ucno aypodbHbIX Not more than 10 cfu/ g / He 6ostee 10* /r
MUKPOOpPraHM3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obwee 4ncao <10
TUIECHEBBLIX U HpO)K)KEBb]X
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ Veroituusble k
JeCTBHIO JKesluH
rpamMoTpHIIATE IbHbIE DakTepun
10d) | Staphylococcus aureus Absent /OtcyTcTBYyIOT Absentin 1 g/ OrcytctBue 8 1 r
10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absentin | g/ Otcyrcteue s | r
100) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcytcTBie B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED |
Mpumeyanume: Npoaykr cootBeTcTBYET TPeboBaHuam HI | 3aknwouenue: OAOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT npoBepeH OKK: 5@"9 HokymeHT opobpeH OOK: /@;{i
Date / Date /
fata: ©l o 2004 Jara: D An LALE
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Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485130

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Ananntuuecknii oruer Ne : ARF/204/2025 | Date of Analysis / lata ananuza: 03.10.2025

Date of Mfg / Jlata npoussoacrea:  09/2025

Date of Expiry / T'ogen no:

08/2028

Analysis performed according ND / Anaau3s nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaTtsl Specification / Hopma
o

" Test / MokazaTenn

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynakogka - 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 tabnetox B 25 patient information leaflets in a carton. / ITo 20
OnuCTEP M3 IJICHKHT TabneTox B OMCTEP U3 MIEHKH TPEXCII0HHOM
NOJMBUHWIXIIOPUAHO#M (MMBX/TI3/MIBJAX) u amomuHHeBoii ¢hossru. [To 2
(NMONMITHACHOBOI/ uiu 3 Gaucrepa BMecTe ¢ HHCTPYKUHMEH Mo
NOJIMBHHIITHACHXIOPUAHON) M |IPHMEHEHHIO B KAPTOHHYIO na4ky. o 20 Tabnetok
amoMrHueBoil Gonsru, mo 25 B BMCTEp U3 MICHKH NONHBUHUIXIOPHAHOH
GIIMCTEPOB B KAPTOHHYIO H1a4Ky  |(MOMHITUIEHOBOM / MOMUBUHHUIMACH X IOPUIAHOM) 1
C BJIOKEHHEM 25 HHCTPYKUHH amomuHuesoi donbru, no 25 G1UCTepos B
M0 MPUMEHEHHIO. KAPTOHHYO TIAUKY C BIOKEHUEM 25 UHCTPYKLME no

NPHMEHEHHIO.

12 Labeling / MapknpoBka According to ND /
B cootsetcTru ¢ HJ|

13 Storage conditions / Yciosus In a dry place, at temperature below 25 °C./ B cyxom mecTe npu TemMneparype He

XpaHeHHs Beiie 25 °C.
Ll4 Shelf life / Cpok rognocTH 3 years / 3 rosa

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTseTcTeyeT Tpebosarnam HI

Conclusion : APPROVED /
3aknwyenune: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / Y.
[okymenT npoeepeH OKK: = _t.D NokymeHT ofobpeH OOK: /
Date / _ Date /
[ata: & L. persng fara: 03-10 2024
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