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Cipla

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJTU3A

Page 1 of 4 /Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485033

Batch Quantity / O6bem cepumn:

5847packs / ynakoBsok

AR No / Ananataueckuii oraet Ne : ARF/051/2025|Date of Analysis / lata anannsza: 19.02.2025

Date of Mfg / lata npoussoacrpa:  02/2025

Date of Expiry / T'oaen no:

01/2028

Analysis performed according ND / Anamus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThl

Test / IokaszaTeib

Specification / Hopma

1 Description / Onucanne

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. / [Tnockue xpyribie TableTKku co
CKOLUEHHBIMH KPasM# OT KOPHYHEBOT'O 10 TEMHO-
KOpPHYHEBOTO LBeTa ¢ BKpareHuaMu. Ha onnoii
cTopoHe TabneTkyn BbiaasaeHo cnoBo «CIPLA», Ha
ZApYro# - JIMHUS pasjoma.

2 Identification / IlognHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooreeTcTBYyET OkpammnBaHie aMMHaYHOrO PacTBOpa B KpacHblii
AHTPaxXHWHOHOBLIE MHKO3H/IbI 1Eer. :
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET chromatogram of the sample solution should
Merunnaparugpokcudensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
YAEPKHBAHUA OCHOBHOTO MHKA HA XpoMaTorpaMme
HCMBITY@MOr0 PAaCTBOPA JOJIKHO COOTBETCTBOBATh
BPEMEHH YePKUBAHHA OCHOBHOI'O MTHKA Ha
XpOMaTorpaMMe CTaHIapTHOTO pacTBOpa
meruanaparuapoxcubensoara (pasnen
«MeTunnaparuipokcuGeH30aT).

3 | Average weight / Cpennss
macca

190.35mg / 190,35mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeetcTayeT Tpebosaruam HA

Conclusion : APPROVED /
3akniovenue: OOOBPEHO

Checked by QC In-Charge /
HoxymeHT npoeepen OKK:
/

Approved by QA In-Charge / T
HokymeHT onoBpeH OOK: %

Date /

'L. -~
fara: Q0% 20 =)

Date /
. . 2oz
sl {402 s
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. CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Page 2 of4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485033

Batch Quantity / O6vem cepun:  5847packs / ynakoBok

AR No / Anaymntaaeckuii oraer Ne : ARF/051/2025 | Date of Analysis / lata anamnza: 19.02.2025

Date of Mfo / Jlata nponssoacrsa: _ 02/2025 Date of Expiry / T'open po: 01/2028

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

Ne

Test / TlokazaTeib

Result / PesynbTaTs! Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTE 110 Macce

Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 He 6onee £7,5
%
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%

5 | Loss on drying / [Toteps B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYIHBAHHH
6 | Dissolution / 78-91% NLT 70 % (Q) of sennosides in 120 minutes

Pacteopenne

He menee 70 % (Q) cenno3unos uepes 120 mux

7 | Uniformity of Dosage units /
OnHOPOAHOCTE A03NPOBAHMNS

AV=54 The acceptability index forn=10 AV <L1.

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 =150;12=250,

TNokazaresns npuemaemocta ana n=10 AV <LI.

B cinyuae, ecnu 3Hagenne AV npesbiuiaer L1,
NPOBOAAT HCTBITAHKE Ha cremyronmx 20 obpasuax.
Ilng n=30 AV < LI1. Bee 3HaueHUs Xi JOKHDI
YIOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry)
Konuuecrsennoe onpenencHue
(CniektpodoTomMeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.98mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (ot 90,0 10 115,0 %)

13,98Mr/126 CEHHO3HIOB B MEpecueTe Ha ceHHo3|a B B ool
TabreTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cootseTcTyeT TpebosaHnam HA | 3aknioyeHue: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / %
MokymeHT nposeper OKK: 1 HokymeHT ofobpeH OOK:
Date / RIS Date / .
Hara: \ P Hata: o = e
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJTU3A

Cipla

Page3 of4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

485033

Batch Quantity / Oonem cepuu:

5847packs / ynakoBok

AR No / Ananaruueckuii oruer Ne : ARF/051/2025

Date of Analysis / Mara ananuza: 19.02.2025

Date of Expiry / Togen no: 01/2028

Date of Mfg / lara nponssoncrsa:  02/2025

Analysis performed according ND / Ananus nposeaén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyasTaThl Specification / Hopma
Test / lokaszaTenn
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Ta0.
parahydroxybenzoate(HPLC)/
Copnepixanue
MeTHInaparuapokcibensoara 0,044mMr/1a6
(BRXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruteckas 4ucToTa

10a) | Total Aerobic microbial count / 40
Obuee yncnio a3poGHBIX

MHWKPOOPraHu3MOB

Not more than 10* cfu/ g / He 6onee 10" /r

10b) | Total combined yeast and mould
count / O61ee uncio
TUIECHEBBIX H D,pO}I()KeBb[X

rpubos

<10

Not more than 10° cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ VcToliunBbIe K
JIEHCTBHIO KEIUH

rpaMoTpHUaTenbHbIe GaKTepUH

Absent /OTcyTcTBYIOT

Not more than 10%/ g / He Gonee 107 /r

104d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcyrcTBue B 1 1

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin I g/ OtrcytctBner I 1

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Otcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYET TpeboBaHuaMm HO

Conclusion : APPROVED /
3aknoveHue: OJOBPEHO

DokymeHT nposepeH OKK:

Checked by QC In-Charge / g

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date /

LRI e
Hata:

Date /

Dae: V4, © 2 2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 4 of 4 /Crp.4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 485033 Batch Quantity / Oonem cepun:  5847packs / ynakosox
AR No / Ananntuueckuii oruer Ne : ARF/051/2025|Date of Analysis / lata anaaunza: 19.02.2025
02/2025 Date of Expiry / 'onen go: 01/2028

Date of Mfg / JaTa npon3soacTBa:

Analysis performed according ND / Ananu3 nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTaTnt Specification / Hopma
Test / TToxazaTeib
11 | Package / YnakoBka Package / YnakoBka - 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 tabnerox B 25 patient information leaflets in a carton. / ITo 20
GrucTep U3 NIeHKH TabneTok B GIHCTED U3 MIEHKH TPEXCIIOHHOI
NOJMBHHUIIXIOPUAHOI (IMBX/TT3/MIBJTX) 1 amomuuuesoii Gponsru. Ilo 2
(noau3THIEHOBOMH/ unu 3 GaucTepa BMeCTe ¢ HHCTPYKLKEi no
MOMHBHHIMHACHXIOPUAHON) M |NIPMMEHEHHIO B KapTOHHYIO nadky. ITo 20 tabaeTox
anomuHneBoit Qonsru, mo 25 B GIHCTEp H3 MIEHKH MOMHBHHHIIXI0PUIHOI
GnHCTEPOB B KAPTOHHYIO Nauky |(MOMHATHICHOBOI / NONMBUHKIMAEHXIOPUIHOI) 1
C BIIOKEHHEM 25 HHCTpYKUHit anroMUHKEBO# donbru, no 25 GnucTepos B
M0 NPHMEHEHHIO. KapTOHHYIO MAYKy C BJIOMKEHHEM 25 HHCTPYKLHIT o
OPHMEHEHHIO.

12 Labeling / Mapknporka According to ND /
B cootBercTBHH ¢ H/|

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe Tipyu Temnepatype He

XpaHeHHA Bbimie 25 °C.,
14 | Shelflife / Cpok rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyaunue: MpoaykT cooTeeTcTBYET TpeboBaHUAM HJ]

Conclusion : APPROVED /
3aknioveHue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

TS

[okymeHT nposepex OKK: {@'}jﬂ [JokymeHT ogobper OOK:
Date / A Leay Date /
Nara; \?A i [aTa: e
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