sipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

-

Page1 of4 /Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 485007

Batch Quantity / O0bem cepnm:

5847packs / ynakoBox

AR No / Ananutnuecknii oruer No : ARF/016/2025 [ Date of Analysis / Jata anamm3a:  18.01.2025

Date of Mfg / Jata npoussoacrea:  01/2025

Date of Expiry / I'ogen go:

12/2027

Analysis performed according ND / Ananus nposenén no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot §9.07.2024

Ne Result / PesyabTaTsl

Test / ITokazatennb

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTCTRYET

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 kpyrible TabAETKH CO
CKOILIEHHBIMH KPasiMi OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOIO LBETa ¢ BKpanjuenusmu. Ha oaHoit
ctopone Tabnetku BoiaasneHo cinoso «CIPLA», Ha
NIpYroil - IMHKs pasioma.

2 Identification / IToaMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercTByeT Oxpammsaiie aMMHAuyHOrO PacTBOpa B KPacHbI
AHTPaXHHOHOBbIE FIIMKO3HbI
LBeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET chromatogram of the sample solution should
Merunnaparuapokcudensoar corresponds to the retention time of the principle
(BIIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepiKUBaHHA OCHOBHOIO MHKA Ha XpoMaTorpaMme
HCTILITYEMOTO PACTBOPA A0IKHO COOTBETCTBOBATH
BPEMEHH YIep:KMBaHUA OCHOBHOIO IHKa Ha
XpOMaTorpamMme CTaHAapTHOTO PacTBOpa
meTnnaparsapokcubenzoara (pazgen
«MeTtunnaparuipoKkcHOeH304T).

3 Average weight / Cpeansis
macca

191.19mg / 191,19mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTseTcTayeT TpebosaHuam H

Conclusion : APPROVED /
3aknwoyeHue: OO0OBPEHO

Checked by QC In-Charge / E ) {n?
[okymeHT nposepeH OKK: Sl

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

3"

Date /

flata: \&'©t ror-b

Date /

Mo (g.01.2025
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485007

Batch Quantity / O6sem cepuni:  5847packs / ynakosok

AR No / Anamntnueckuii oruer Ne : ARF/016/2025|Date of Analysis / lara anann3za: 18.01.2025

Date of Mfg / lata npoussoactBa: 01

/2025 Date of Expiry / I'ogen jo: 12/2027

Analysis performed according ND / Anasnin3s nposeaés no HJT: TT N013745/01-180522, amend No. 1 dated

09.07.2024 / T1 N013745/01-180522, u3m

.Ne1or09.07.2024

No

Test / TlokaszaTens

Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight /

Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5

OnHOPOAHOCTE [0 MAcce %
2/20 tablets NMT £15% / 2/20 ne bonee + 15%
5 | Loss ondrying / [Toreps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce NPH BbICYLIHBAHHH
6 | Dissolution / 78-93% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cerHo3unon uepes 120 Mun
7 | Uniformity of Dosage units / AV =506 The acceptability index forn=10 AV <LI1.

O}IHGpOﬂHOCTb HO3UpOBaAHHA

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 L2 x M.

L1=15.0; .2:=25.0.

[Mokazatesns npuemiemoctu i n=10.AV < L1.

B cnyuae, ecnu 3Hauenne AV npessruraet L1,
MPOBOJIAT UCTbITAHKE Ha creayiownx 20 obpasuax.
Insan=30 AV < L1. Bece 3HaueHus Xi A0DKHbI
YAOBIETBOPATE HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
Konugecrsennoe ornpeneneHne
(CriekTpooTOMETPHS)

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

13.99mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13,99Mr/Tab CEHHO3MIOB B Mepecuere Ha ceHHosu B B onHoi
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteeTcTayeT Tpebosanuam HA | 3akmoveHue: ONOEPEHO

Checked by QC In-Charge / X FD—-“ Approved by QA In-Charge / b=t
HoxymeHT nposepeH OKK: A [okymeHT ogoBpeH OOK: O —
Date / ) =y Date / \8+01. 0028
[fara: (& gl-1ots [ara:
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CERTIFICATE OF ANALYSIS
) CEPTU®UKAT AHAJTU3A
- Page 3 0of4 /Crp. I n3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne : 485007 Batch Quantity / O6bem cepun:  5847packs / ynakosok
AR No / Ananutuueckuii oruer Ne : ARF/016/2025 | Date of Analysis / [lata anamusa: 1 8.01.2025
Date of Mfg / laTa npoussoacrsa:  01/2025 Date of Expiry / T'oaen jo: 12/2027

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

Ne Result / PeaynbTaThbl Specification / Hopma
Test / lokasarens '
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepicanue
MeTunnaparuapoxcudensoara 0,043Mmr/126
(BDXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOunonoruieckas 4HcToTa

102) | Total Aerobic microbial count / 20
OG1uee uHCn0 a3podHbIX Not more than 10* c¢fu/ g / He Gonee 10* /r
MHKpPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obuiee 4ncIo <10
_ MJ1ECHEBLIX M JPOYKIKEBBIX ' N
| rpubos
10¢) | Bile tolerant gram-negative Absent /Otcytetytor . | Not more than 107/ g / He Gomee 107 /r

bacteria/ YcToiiuusbie K
JNEeNCTBHIO KeJaH
rpaMoTpHUATE/IbHbIE DaKTepuu

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in 1 g/ OtcyretBue B | ¢
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ Otcyretoue B 1 ¢
101 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g /OtcyTtersue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoayKT COOTBETCTBYET TPeOOBAHNUAM HO | 3aknrouenue: OQOGPEHO
Checked by QC In-Charge / Aoy Approved by QA In-Charge / -
HokymeHT npoeepeH OKK: ‘:",L(’J NokymeHT opodpeH OOK: %/j 1=
Date / — Date / i =3

NGO R 0. 285
[Hara: P Btaens [Jara: )8
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Paged of4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Bateh No / Cepusa No :

485007

Batch Quantity / O6bem cepuu:

5847packs / ynakesox

AR No / Anamuruuecknii otuer Ne : ARF/016/2025

Date of Analysis / iara ananusa:

18.01.2025

Date of Mfe / laTa npoussoacTsa:

01/2025

Date of Expiry / T'ogen no:

12/2027

Analysis performed aceording ND / Ananus nposenén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No Result / PesyabTaThl Specification / Hopma
Test / TlokasaTennb

11 | Package / YnakoBka Package / Vnakoska - 20 tablets |Package / Vnakogka - 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. / Ilo 20 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
HrucTep U3 NIEHKH TabneTok B GIUCTEP W3 TINEHKH TPEXCII0HHOI
HOJIMBUHMTXTOPHIHOM (MBXAI/MBOX) u amomuHuesoit Gonsru. Io 2
(monuaTHNEHOBOIH/ UK 3 GamucTepa BMECTe ¢ HHCTPYKLUHE# mo
NONMBUHHIMACHXTIOPHIHON) H | IPUMEHEHHIO B KapTOHHYO natky. [To 20 tabnerok
anroMuHueBoil Goabru, no 25 B GnucTep M3 MAeHKH NOMUBHHUIIXIOPHIHOM
OMMCTEPOB B KAPTOHHYIO MauKky |(MONHITHICHOBON / MONMHBHHUIHICHXIIOPHAHOH) 1
C BIOKEHHEM 25 HHCTPYKLIMF amoMuHHeBoit ombri, no 25 Gauctepos B
10 NPUMEHEHHIO. KapTOHHYIO MayKy ¢ BIOKEHHEM 25 UHCTPYKLHiT MO

TPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coorercTBun ¢ HIL

13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C./ B cyxom MecTe Npiu TeMIepaType He

XpaHeHHs Boiwe 25 °C.
14 Shelf life / Cpox roaHocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanume: MNMpoaykr cooteercTyeT Tpebosanuam HO

Conclusion : APPROVED /
3aknwuenue: O0OBPEHO

Checked by QC In-Charge / WVale
HokymeHT npoepeH OKK: TSGLD-Q

Approved by QA In-Charge /

=) '{
HokymeHT opobpeH OOK: %

Date /

Dara: (& - ol-ro><

Date / \ @Ol 2025

HaTta:
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