Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
. Page 1 0f4/Crp.1u34

~

Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepust No: 484174 Batch Quantity / O6obem cepun:  5847packs / ynakopok

AR No / AnaauTnyeckuii oruer Ne : ARF/004/2025 | Date of Analysis / lata anannsa: 09.01.2025

Date of Mfe / lata nponsBoacrea:  12/2024 Date of Expiry / T'ogen no: 11/2027

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No Result / PesynbTaThbl Specification / Hopma

Test / IToka3zaTens

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. / Ilnockue Kpyrasie TabneTku co
CKOUIEHHBIMU KPAAMH OT KOPHYHEBOIO 10 TEMHO-
KOpPUYHEBOTO LIBETa ¢ BKpanneHusMu. Ha onHoi
cropoHe Tabnetku BeinasaeHo cnoso «CIPLA», Ha
IpyToii - TUHKS pa3ioma.

1 Description / Onncanue Complies / CooTBETCTBYET

2 Identification / ITonTMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtBeTCTEYET OxpatmBanie aMMHa4HOTO pacTBOpa B KpacHbIii
AHTPaxXWHOHOBbBIC MITHKO3HAbI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time-of the principle peak in the
(HPLC)/ CooTBeTCTiYET chromatogram of the sample solution should
MetunnaparuApokcnbeH3oat corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKHBAHUA OCHOBHOTO NUKA HA XpOMATOrpaMme
HCITBITYEMOrO PacTBOpa J0J#HO COOTBETCTBOBATh
BpeMEHH YAESPIKUBAHMS OCHOBHOIO NKUKA Ha
XpoMaTorpamMMe CTaHAapTHOro pacTBopa
MeTuianaparnapokcubensoata (pasae
«MetunnaparuapokcubeHs3oar).

189.40mg / 189,40mr 189.99 mg +£7.5% / 189,99 mr +£7,5%

Average weight / Cpenusas
macca

L

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpoaykT cootsetcTayeT TpebosaHuam HL

3aknmoueHue: OOOBPEHO

Checked by QC In-Charge / [
[JokymeHT nposepeH OKK: %/w

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

FEE

Date /

[ara: ed.el. 2024

Date /

—
Nata: 04 012025
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No/ Cepusi Ne: 484174

Batch Quantity / O0bem cepun:  5847packs / ynakoBok

AR No / Anannraaeckuii oruer Ne : ARF/004/2025|Date of Analysis / {ara ananusza: 09.01.2025

Date of Mfg / lata npoussoacrea:  12/2024 Date of Expiry / I'onen no: 11/2027

Analysis performed according ND / Anaan3 nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

No

Test / TlokazaTenn

Result / PeayabTarsl Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTh MO MACCE -

Complies / CooTseTCTBYET 18/20 tablets NMT * 7.5 % / 18/20 ne bonee =7,5
% :
2/20 tablets NMT =15% / 2/20 ne donee + 15%

O.D.HO}‘JOI[HOCTI: LO3UpOBAHNA

5 | Loss on drying / [Toteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce TPH BLICYHIHBAHHH
6 Dissolution / 77-85%" NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV =53 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=15.0;L2=25.0.

TMokasartens npuemaemocty anst n=10 AV < L1,

B cnyuae, ecin 3Hadenne AV npessiimaer L1,
[IPOBOAAT HCTIBITAHKE Ha cleayromiux 20 obpasuax.
Jlna n=30 AV < L1. Bce 3HaueHUs Xi JOMNHbI
YAOBIETBOPATH HEPABEHCTBY:

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

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonuuectBeHHoe OnNpeieieHue
(CnexTpotoTomeTpHs)

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

14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)

14,07mr/Ta0 CEHHO3HIIOB B MepecyeTe Ha ceHHo3ua B B oaHOi
Tabnerke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED / '
Mpumeyanume: Mpoaykt cootBeTcTByeT TpeboBanuam HI | 3aknoueHue: OOOBPEHO

Checked by QC In-Charge / = Approved by QA In-Charge / 2

NokymeHT nposepex OKK: % : [HoxymeHT ogobper OOK: %ﬁfﬁ

Date / oo _ Date / 0990\ 2025

[lata: e ro2 [ara:
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Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJE", TABJIETKH 13,5 mr
Batch No/ Cepust No: 484174 Batch Quantity / O6bem cepun:  5847packs / ynakosok
" AR No / Anaautnueckuii oruer Ne : ARF/004/2025|Date of Analysis / {ara ananuza:  09.01.2025
Date of Mfg / Jlata npoussoacrea: _ 12/2024 Date of Expiry / 'ogen no: 11/2027

Analysis performed according ND / Anaaus nposeaén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / Pe3yibTaThl Specification / Hopma
Test / MokazaTens
9 Content of Methy!l 7 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ '
Conepixanue
MeTHAMaparuapokcubensoara 0,040mr/Ta6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ Muxkpobnonornueckas 4dcToTa

9 a) | Total Aerobic microbial count/ 20
OG1ee YHC0 a3POOHBIX Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 10° /r
count / OG1ee uncio <10
MIECHEBBIX M APOIKEBBIX .
rpubon 5

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 107 /r

bacteria/ YcTolunBble K
NeHCTBUIO HKETUH
rpaMoTpHLATeNbHBIE DaKTEpUH

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin | g/ OtcytctBue B 1 r
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyTctBue B 1 r
101 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g /Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cootseTcTayeT TpebosaHuam H | 3aknioveHue: OOOBPEHO

Checked by QC In-Charge / . Approved by QA In-Charge / T
HokymeHnT nposepeH OKK: &LJ) [HokymeHT ofobpeH OOK: @;
Date / Date /

[ara: e .el. oLy Nata: 09.0)- 2025
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484174

Batch Quantity / OGbem cepnu:

5847packs / ynaxkosor

AR No / Ananurnyecknii oruer Ne : ARF/004/2025

Date of Analysis / laTa ananuza: 09.01.2025

Date of Mfo / lata mpoussoactea:  12/2024

Date of Expiry / Togen mo:

11/2027

Analysis performed according ND / Ananus nposexén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesynbTarsl Specification / Hopma
Test / [TokazaTens

11 | Package / Ynakoska Package / Ynaxoska - 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. / TTo 20 TaGreTok B 25 patient information leaflets in a carton. / ITo 20
OnucTep M3 NuIeHKH TabneTok B OaMCTEp U3 TIEHKH TPEXC0HHO#H
MONTHUBHHUITXJIOPUIHO I (MBX/TO/MBIOX) u amoMuuuesoit Gonbru. ITo 2
(monuaTHIEHOBOI/ Hin 3 6aHcTepa BMecTe ¢ HHCTPYKIHEH 1o
NOJIMBHHMTMIEHXTOPHIHOH) H | IPUMEHEHHIO B KAPTOHHYIO Tauky. ITo 20 tabGneTox
amoOMUHHEBO# (obru, 1o 25 B OJIMCTEP U3 MICHKH MONUBHHUIXJIOPHIHOMH
OMHCTEPOB B KAPTOHHYIO NauKy |(MOAMITHACHOBOMH / ONMBUHIIHACHXIOPHIHOMH) 1
C BIIOKEHHEM 25 HHCTPYKLMH amomuHueBoi Qonbru, no 25 Gnuctepos B
MO NPUMEHEHHIO, KapTOHHYIO MayYKy ¢ BIOYKEHHEM 25 HHCTPYKUMIT Mo

MPHUMEHEHHLO.

12 Labeling / Mapkuposka According to ND /
B cooteercTanu ¢ HJJ

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

XpaHeHua Bhimre 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTBYET TPEGOBaHUAM HJ

Conclusion : APPROVED /
3aknoyenue: O0OBPEHO

Checked by QC In-Charge / -
DokymeHT nposepeH OKK: qi/w

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

=

Date /

fara: TR .- 0l Lors

Date /

Natar 04-0\: 202G
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