-

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJNE®, TABJIETKH 13,5 mr

Batch Ne¢ / Cepusi Ne :

485012

Batch Quantity / O6bem cepun:

5844packs / ynaxosok

AR No / Asaantauecknii oruer Ne

: ARF/022/2025|Date of Analysis / lata ananuza: 23.01.2025

Date of Mfo / laTa npon3BoacTna:

01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Ananns nposenén nmo H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 ot 09.07.2024

MeTunnaparuapokcubenszoar
(B2XKX)

No Result / PesyabTarhi Specification / Hopma
Test / Iloxaszarenn
1 Description / OmucaHue Complies / CootBeTCTBYET 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. / [nockue kpyrisie TabieTkH co
CKOUIEHHBIMHI KPasMH OT KOPUTHEBOTO JI0 TEMHO-
KOPHYHEBOIO UBETA ¢ BKpanineHuaMu. Ha oaHoii
cropoHe Tabnetku BbiaasneHo cnopo «CIPLA», va
Jpyroi - JIMHUS passioma.
2 | Identification / [lognuaHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYET Oxpaummpanye aMMHAYHOTO PacTBOpPa B KPacHbIH
AHTPaxHHOHOBbIS MNKO3HIbI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention tinie of the principle peak in the
(HPLC)/ CootBeTcTBYET 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
yIAeP/KHBAHUS OCHOBHOTO NUKA HA XPOMAaTOrpaMMe
HCMBLITYEMOTO pacTBOpa A0MKHO COOTBETCTBOBATh
BpEMEeHH yAeP/KHBaHHsA OCHOBHOTO MHKA Ha
Xpomarorpamme CTaHIapTHOro pacTBopa
meTtunnaparuapokcubenszoara (pasnen
«Metunnaparuapoxcubensoar),

(%)

Average weight / Cpennss
Macca

189.77mg / 189,77mr

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

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

Conclusion : APPROVED /
3aknwouenue: OJOEPEHO

Checked by QC In-Charge /
DokymeHT nposepeH OKK:

Approved by QA In-Charge /
OoxymenT ogobpex OOK:

e BAT

Date /

2 2 :011e2X
[ara:

Date /

2 & . -
[ara: O foes
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
> Page2 of 4/ C1p.2 n3 4

-

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

Batch No / Cepusi Ne: 485012 Batch Quantity / O6pem cepun:  5844packs / ynakosox

AR No / Ananntaueckuii oruer No: ARF/022/2025|Date of Analysis / Jara amannza: 23.01.2025

Date of Mfg / lata nponssoacrea: _ 01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Ananns nposenén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, m3m. Ne 1 ot 09.07.2024

No

Test / NMokazaTeb

Result / PesynbTaThl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOJIHOCTE MO Macce

Complies / CootercTBYET

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

OHOPOOHOCTE 103HPOBAHNSA

5 | Loss ondrying / IToteps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BLICYIIHBAHHH
6 | Dissolution / 79-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV =56 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| 0,0 x L2 x M.

L1 =150; L2=250. :

[Noxkazatens npuemnemocty A n=10 AV <L1.

B cnyuae, ecnu 3sHaueHue AV npesminaeT L1,
NpPOBOAAT MCMbITAHME HA cieaytomx 20 obpasuax.
Iina n=30 AV <L1. Bce 3HaueHns Xi J0MKHbI
yIOBJIETBOPATL HEPABEHCTBY:

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

L1 =15/0; L2=250.

8§ | Assay (Spectrophotometry)
KonuuecTBeHHO® ONpeaesieHne
(CnekrpooTomeTpis)

14,09mr/Tab

14.09mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3MIOB B TIEPECUETE Ha CeHHO3MI B B omHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr coorsetcTayeT TpebosaHnam HI

Conclusion : APPROVED /
3aknouyenue: OAOBPEHO

Checked by QC In-Charge / (.
LokymeHT npoBepeH OKK: =£

Approved by QA In-Charge /
HoxkymeHT ogobper QOK:

B

[ara:

Date /

24 -0 | oSS
Hara:
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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIM3A

-

Page 3 of 4/ Ctp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 485012

Batch Quantity / O6bem cepun:  5844packs / ynaxkosok

AR No / Ananurnaeckuii oruer Ne : ARF/022/2025

Date of Analysis / lata anannsza: 23.01.2025

Date of Mfe / lata npoussoacrea:  01/2025

Date of Expiry / Toaen jo: 12/2027

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

Ne Result / PesyabTaThbl Specification / Hopma
Test / IloxasaTens
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copaepixatue
MeTunaparuapokcnbenzoata 0.040Mr/Tab
(BOAKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4HcToTa

10a) | Total Aerobic microbial count / 80
O6mee yncno a3pobHbIX Not more than 10* ¢fu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Ouiee yucno <10
TJIECHEBBIX H JIPOIKIKEBBIX .
rpudos )

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroiiuussie K
NEeHCTBHIO MeTUU
rpaMoTpHUaTeNnbHble faKTepuH

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrcrBe B 1 T

10¢) | Escherichia coli Absent /OTcyTCcTBYIOT Absentin 1 g/ OrcytctBHe B L

100 | Salmonella Absent / OTeyTecTBYIOT Absentin 10 g /OrcytctBue B 10 g

Remarks : The Product conforms to ND/

Mpumeyanue: Mpoaykr cooTeeTcTByeT TpebosanHuam HO

Conclusion : APPROVED /
3aknroyenune: OOOEPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK:

={ k.0

Approved by QA In-Charge /
[okymeHT 0g06peH OOK;

s

Date /

[ara: 228l 2ok

Date /

Nata: 24 <0\ 2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

HOpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485012

Batch Quantity / O6bem cepun:

5844packs / ynaxosox

AR No / Ananuradecknii orgyer Ne : ARF/022/2025

Date of Analysis / Jara anammza: 23.01.2025

Date of Mfe / laTa npon3BoacTaa:

01/2025

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Auanu3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, usm. Ne 1 ot 69.07.2024

No

Test / [Toka3aTesn

Result / Pesynsrats!

Specification / Hopma

I1 | Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 Tabnerok B
6]1}10T€p U3 MJIEHKH
MOAMBHHIIIXJTOPHIHO
(momuaTHICHOBO/
MONUBHHUIMAE HXAOPHIHOIT) H
amoMuHUEBOI (onbru, no 25
OIHCTEpPOB B KAPTOHHYIO MAuKy
C BJIOWKEHHEM 25 HHCTPYKLHIT
M0 NPHMEHEHHTO.

Package / Ymakoeka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabnerox B GiHcTep M3 IIEHKH TPEXCIOHHOI
(IBX/TISMBJIX) n amomunuesoi domsra. Tlo 2
uin 3 GiueTepa BMecte ¢ MHCTpyKuUueil no
NPHMEHEHHIO B KapTOHHYIO mauky. [To 20 tabneTok
B OIIMCTED M3 MUIGHKN MONHBHHAJIXIO PUAHOH
(nonuaTHIEHOBOIT / NONUBHHUIHAECHXIOPUAHOI) H
amoMuHueBoii Gonsry, no 25 6auctepon B
KAPTOHHYIO MAYKY C BJIOMKEHHEM 25 MHCTPYKIHM 110
OpPUMEHEHHIO. .

12 Labeling / Mapkuposka

According to ND /

B coorBetcTBum ¢ HJ

I3 Storage conditions / Ycmosus
XpaHeHus

In a dry place, at temperature below 25 °C. / B cyxom MecTe npH Temrieparype He

Boime 25 °C,

14 | Shelf life / Cpok rogHocTH

3 years/ 3 roja

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTCTBYET TpeboBaHMAM HJ

Conclusion : APPROVED /
3aknroyenue: OOOBPEHO

Checked by QC In-Charge / _,MQ

[okymeHT nposepeH OKK:

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

B

Date /

Nlata: 22 0\ 22X

Date /

arrse A N O\ 2o
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