Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Pagel of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusni Ne : 485047

Batch Quantity / O6nem cepuu:

5849packs / ynakosox
AR No / Ananunruuecknii orger Ne : ARF/069/2025 | Date of Analysis / lata anammza: 07.03.2025

Date of Mfg / laTa npousBoacTsa:

02/2025

Date of Expiry / T'onen no:

01/2028

Analysis performed according ND / Ananu3 nposenén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / Iloka3aTennb

Result / PesyabTaTsi

Specification / Hopma

Description / Onucanue

Complies / CooTsercTByeT

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. / Tlnockue Kpyrisie TadneTkH co
CKOIIEHHBIMH KpassMH OT KOPHYHEBOT'O 10 TEMHO-
KOPHYHEBOTI'0 LIBeTa ¢ BKparuieHusMu. Ha oguoii
CTOpOHE TabMeTKH BolnaBlenHo cioBo «CIPLAY, Ha
Jpyro# - JUHMSA pasaoma.

Identification / ITognuaHOCTEL

2a)

Anthraquinone glycosides /

AHTPaxWHOHOBBIC TIHKO3HIb

Complies /
CootBeTcTBYET

Ammoniacal solution turns a reddish colour /
OxpamnBanye aMMHAYHOTO PacTBOpPAa B KpacHbIi
LBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/
MeTtunnaparupokcubeH30aT
(BOXX)

Complies /
CoorsercTByer

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
YAepyKHBAHHS OCHOBHOTO ITHKA HA XPOMAaTOrpaMmMe
HCTILITYEMOTO PacTBOPa JI0JIKHO COOTBETCTBOBATE
BPEMEHH yJIep:KHBAHUS OCHOBHOTO MHKA Ha
XpOMaTorpamMe CTaHAapTHOrO pacTBopa
MeTHInaparuapokcibensoara (pasuen
«MerunnaparunpokcrOensoar).

Average weight / Cpennss
Mmacca

192.79mg / 192,79mr

189.99 mg +7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/
MpumeuaHue: Mpogykr cooTBeTcTByeT Tpebosaruam HI

Conclusion : APPROVED /
3akntouenue: OQOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

s=f

[okymeHT nposepeH OKK:

B

HokymeHT ogobpeH OOK:

Date /
[ara:

©70 2. Lo2X"

Date /

[Oara: 08032025
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepug Ne: 485047

Batch Quantity / O6bem cepum:

5849packs / ynakoBok

AR No / Ananntnuecknii oraer Ne : ARF/069/2025|Date of Analysis / lata apannza: 07.03.2025

02/2025

Date of Mfg / laTta npou3BojcTBa:

Date of Expiry / I'onen ngo:

01/2028

Analysis performed according ND / Auanu3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTsi

Test / TloxasaTenb

Specification / Hopma

4 | Uniformity of weight /
OHOPOIHOCTH MO Macce

Complies / CooTBETCTBYET

18/20 tablets NMT + 7.5 %/ 18/20 He Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IToTeps B 2.1%
macce Npy BLICYIIHBAHAH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution /- 89-99% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He menee 70 % (Q) cenno3unos yepes 120 Muu
7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <L1.

OnHOPONHOCTbL 103UPOBAHMS

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:

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

L1=1510; 1.2==25.0.

[Nokazarens npuemneMoctd At n=10 AV < L1.

B cnyuae, ecnu 3Havenne AV npessrmraer L1,
TIPOBOAAT UCHbITAHKE Ha creayromux 20 obpasuax.
Jina n=30 AV < L1. Bce 3Ha4eHns Xi JOKHBI
YIOBJIETBOPATH HEPABEHCTBY

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

L1 =5,0; L2=25,0.

8 | Assay (Spectrophotometry)
KonnuecTBeHHOE ONpeaeneHne
(CriexTpodoTOMETPHS)

13,97mr/Tab

13.97mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3M/IOB B NepecteTe Ha ceHHO3ua B B onHO#
TadneTKe.

Remarks : The Product conforms to ND/
Mpumeyanwme: Mpoaykr cooTeeTcTBYET TpeboBanuam HI

Conclusion : APPROVED /
3aknryenue: OJOEPEHO

OokymeHT nposepeH OKK:

Checked by QC In-Charge / 9;6—*0;0

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /

fOata: ©1°© 3rors”

Date /

Nars: OR -2 oS
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTUDUKAT AHAJIM3A

-

Page3 of4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust No: 485047

Batch Quantity / O6bem cepumn:

5849packs / ynakoBor

AR No / Anaantuuecknii oruer Ne : ARF/069/2025 | Date of Analysis / lata ananmsa: 07.03.2025

Date of Mfg / lara npoussoacrsa:  02/2025

Date of Expiry / I'oaen xo:

01/2028

Analysis performed according ND / Anann3 nposenén mo HII: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTsl

Test / TokaszaTens

Specification / Hopma

9 | Content of Methyl 0.043mg/tab
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTUINaparuipokcubeHzoara 0,043Mr/1a6
(B2XX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuoJorHieckas 94HcTOTa

10a) | Total Aerobic microbial count / 10
O61mee uncno a’spobHbIX

MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / Ob1ee uucio
TUIECHEBLIX W JIPOXKIKEBbIX

Tpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituusble k
JIEICTBHIO Aendn

rpaMoTpuuaTenbHbie 6akTepHu

Absent /OtcyTeTBYIOT

Not more than 10” / g / He Gosee 10% /r

104d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrerBue B 1 1

10 ¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ OtcyrctBue B 1 1

100) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / Orcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntwoyenme: OJOEPEHO

Checked by QC In-Charge / gﬂp

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK;

B

Date /

fara. ©71-0L-2exs”

Date /

08<0%.2025
[aTa:

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

485047

Batch Quantity / O6bem cepun:

5849packs / ynakosok

AR No / Anamuruvecknii oraer Ne : ARF/069/2025

Date of Analysis / Jata anammza: 07.03.2025

Date of Mfe / [laTa npou3BoacTBa:

02/2025

Date of Expiry / 'ogen po:

01/2028

Analysis performed according ND / Auannz npoeeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl Specification / Hopma
Test / ITokazaTens
11 | Package / Ynakoska Package / Ynaxoska - 20 tablets |Package / Vnakoska - 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. / TTo 20
OnucTep U3 NIEHKN TabneTok B 61MCTEp U3 TUIEHKM TPEXCIIoiiHOoi
HOIUBUHUIXTOPHAHOM (MIBX/MS/MTIBIX) u amoMunkesoi donsra. o 2
(MONMATHIEHOBOM/ vy 3 6aucTepa BMeCTe ¢ MHCTPYKUMEH 1o
NONMBHHWIHASHXTOPHUAHOM) U |IPHMEHEHHIO B KapTOHHY10 nayky. [1o 20 Tabnerok
amoMHHHEBOH (onbru, no 25 B OJTHCTED M3 NIEHKH MONMBHHUIXIOPHIHOMH
OIMCTEPOB B KAPTOHHYIO NMavky |(MOMMATHIICHOBOH / MOMHBHHUTHACHXIOPUIHOMN) 1
C BIIOJKEHHEM 25 HHCTPYKITHA amoMmuHKeBoit honeru, mo 25 Gaucrepos B
10 MPUMEHEHHMIO. KapTOHHYIO MAYKy C BIOKEHHEM 25 MHCTPYKUHIA 110
NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coorsetcteun ¢ HJJ

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

XpaHeHus sbite 25 °C.
14 | Shelf life / Cpok rognoctH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / o
[okymeHT nposepeH OKK: f;ﬁ/""p

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

FHI=

Date /

e@1-0%- 1028
Hara:

Date /

o s 25
[ara: O B=0Dke
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