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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 6f 4/ Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484063

Batch Quantity / O6bem cepun:  5849packs / ynakoBok

AR No / Ananurnuecknii oruer Ne : ARF/134/2024

Date of Analysis / lara ananmsa:  12.08.2024

Date of Mfo / lata npou3soacraa:

07/2024 Date of Expiry / T'ogen po: 06/2027

Analysis performed according ND / Azanus nposeaén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

MertunnaparuapoxkcudeHzoat
(BRXKX)

Ne Result / Pe3ynibTaThl Specification / Hopma
Test / [MokasaTenn
| | Description / Onucanne 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. / [Tnockue kpyrible TaGNETKH CO
CKOUIEHHBIMI KPAsMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOrO LBETA C BKpanneHuamMu, Ha onHoii
cTopoie Tadnetku Boiaasaeno cnopo «CIPLA», Ha
Jipyroii - TMHKA pasnoma.
2 | Identification / TlonnuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOoTBETCTBYET OkpalimBaHie aMMHauHOTO PacTBOPa B KPacHbIii
AHTPaXHHOHOBBIE MUKO3WIbI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ 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

yIep KMBAHMS OCHOBHOIO NMNKA HA XPOMAaTOrpamMme
HCTIBITYEMOTO pacTBOpa AOMKHO COOTBETCTBOBATE
BpEMEHH yAepXKHBAHHS OCHOBHOTO TTHKA Ha
XpOMATOrpaMMe CTaHIapTHOrO PacTBOpa
MmeTunnaparunpoxcubensoara (pasaen
«Metunnaparuapokcnbensoar).

5%}

Average weight / Cpennss
macca

187.83mg / 187,83mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootsercTayer Tpebosanuam HA

Conclusion : APPROVED /
3aknwoyeHue: OQOEPEHO

Checked by QC In-Charge / \
[NokymeHT nposepeH OKK:

Approved by QA In-Charge / 2
OokymeHT ogobpeH COK: %

Date /
[ara:

\').40@ -L@l\\

Date /
[ara:

\2-08- 202y
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

-

Page2 of 4 /Crp. 2 3 4

Preduct: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484063

Batch Quantity / O6wbes cepun:

5849packs / ynaxkoBok

AR No / Ananutuueckuii oruer Ne: ARF/134/2024

Date of Analysis / Tlara anazanza:  12.08.2024

Date of Mfe / lata npouzsoncrea:  (7/2024

Date of Expiry / I'egen fo:

06/2027

Analysis performed according ND / Ananns nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne

Test / [loka3zaTenb

Result / Pesyabrathbl

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTL O Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

3%
©
e~

5 | Loss ondrying / [Toteps B 7
Macce TMpH BbICYLIMBAHUH

NMT 6.0 % / He 6oxnee 6,0 %

OaHOPOAHOCTD 03UPOBAHHS

6 | Dissolution/ 79-98% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) ceHHo3uaos uepes 120 mun
7 | Uniformity of Dosage units / AV=06.0 The acceptability index forn=10 AV <LI.

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.

LI=150:12 =250,

Mokasatens npuemnemoctu ana n=10 AV <LI1.

B cnyuae, ecnu 3Hadexue AV npessrnaet L,
MPOBOIAT HCMLITAHKE Ha cexytommx 20 obpasuax.
Jinan=30 AV <LI1. Bee 3naueHus Xi 10KHBL
YJIOBJIETBOPATE HEPABEHCTRY:

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuectseHnnoe onpeneneHue
(CriekTpopoTOMeTpHs)

13,99mr/Tab

13.99mg/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 1o 115,0 %)
CEHHO3MIOB B IlepecyeTe Ha ceHHo3MA B B oakoi
TabaeTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTBeTcTBYET TpeboBaHMAM HA

Conclusion : APPROVED /
Raxnwoyverune: OJOBPEHO

NokymeHT nposepeH OKK:

Checked by QC In-Charge / (@9’

Approved by QA In-Charge /
OokymeHT ogoBpeH OOK:

G

Date / \L 08'1——‘2"1—(-\

Hara;

Date /

\2- 0% - 2024y
[Oarta:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJIM3A

Page30f4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne :

484063

Batch Quantity / O6bem cepun:

5849packs / ynakosok

AR No / Apanurnueckni oT4er No

: ARF/134/2024|Date of Analysis / laTa anajn3sa;

12.08.2024

Date of Mg / Jlara nponsssncisa:

07/2024

Date of Exniry / T'onen no:

06/2027

Analysis performed according ND / Ananu3 nposeaén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2624

11 Result / PesyasTaTbl Specification / Hopma
Test / IokaszaTean

9 | Content of Methyl 0.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepkaHue
MeTunnaparuapokcubensoara 0.04 | Mr/Ta6
(B3XKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuosiorindeckas ¥HCT0OTa

10a) | Total Aerobic microbial count /
OB uiee uncno a3pobHbIx 40 Not more than 10* cfu/ g / He Gonee 10 /v
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / O0uiee uncno <10
INIECHEBLIX H APOHIKEBLIX
rputor

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ ¢ / He Gosniee 10° /r
bacteria/ Ycroliuussie K
NEHCTBHIO JKeJIUN
rpamMoTpHLATEIbHbIE BAKTEPUH

104d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OtcytctBue B 1 1

10 ¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in | g/ Otcytcteue B 1 1

100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Otcyrerene B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Npogykr cooTeeTcTByET Tpebosanuam H

Conclusion : APPROVED /
3akntoyenme: OQOBPEHO

Checked by QC In-Charge /| 7y \s
[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

-

Date /

Oara: |28 o2y

Date /

fara: {Ree-T0ey
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTHOHUKAT AHAJIA3A

Paged4o0fd4/Cip.4u34

Product: SENADE TABLETS 13,5 mg

TMpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npoH3BoACTBA;

Batch No / Cepun Ne : 484063 Batch Quantity / Ofnem cepun:  5849packs / ynakoBok
AR No / Auaantnuecknii otuer Ne : ARF/134/2024 | Date of Analysis / lata anannsza: 12.08.2024
07/2024 Date of Expiry / loaen po: 06/2027

Analysis performed according ND / Anasnus nposeaén no H/L: TI N013745/61-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne

Test / [MokasaTenb

Result / PesyabTaTet

Specification / Hopma

Package / ¥ nakoBka
in a blister made of

6aucTep U3 MIEHKH
HOJMBHHHIXIOPHIHOM
(nonu3THIEHOBOI/

Mo NPHMEHEHUIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 Tabnerox B

MOJUBUHUIIEHXTIOPHIHOH) H
anioMuHueBolt Gonbru,
ONUCTEPOB B KAPTOHHYIO NaYyKy
C BlIOKeHHeM 25 HHCTPYKLHI

Package / Ynakoska - 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
TaGnerox B GnucTep M3 NNEHXN TPEXCNOHHOM
(NMBX/II2/MBAX) u amoMuuuenoii Goneru. IMo 2
1au 3 6nucTepa BMeCTe ¢ HHCTPYKLUMEH Ho
NPHMEHEHHIO B KapToHHYIOo nauky. [To 20 rabnerox
B OiHCTEp U3 NMNEHKH MOJHBHHHUAXJIOPHAHOH
(nonMMATHACHOBOI / MONUBHHHIAEHXJIOPHAHOH) H
amoMuHueBoit Goasru, mo 25 6aucTepos B
KapTOHHYIO MauKy C BJIOXKEHHEeM 25 HHCTPYKLUMI 1o
NPUMEHEHHIO.

no 25

Labeling / MapkupoBka According to ND /

B cootBetrcTBuu ¢ HJ|

13 Storage conditions / Ycnosus

XpaHeHus Boiwe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TemMrepaType He

Shelf life / Cpox roanocTu 3 years / 3 rona

Remarks : The Product conforms to ND/
fMpumeuatue: MNpogykr cooTeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenne: OOOEPEHO

Checked by QC In-Charge / /\'
[LokymeHT nposepex OKK:

Approved by QA In-Charge /
NokymeHT ogobpeH OOK:

FE

Date / \ng N BLTH

[ara:

Date /

cOR - 20
[ara: \&-~0F 24
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