- Cipla

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIU3A

-

Page 1 0of 4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484108

Batch Quantity / O6bem cepuu:

5846packs / ynakoBok

AR No / Anannrrueckuii otuer No : ARF/195/2024 | Date of Analysis / lata asaanza: 21.10.2024

Date of Mfg / Jlata nupomssoacraa:  10/2024

Date of Expiry / Toaen no:

09/2027

Analysis performed according ND / Auanu3s nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u3am. Ne 1 o1 09.07.2024

Na Result / Pesynbrarsl

Test / IlokazaTenn

Specification / Hopma

| | Description / Onucanue

Complies / CooTsercTByeTt

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 Tabnerku co
CKOILEHHBIMH KPassMH OT KOPHYHEBOTO J0 TEMHO-
KOPHYHEBOIO LiBeTa ¢ BKparuleHnaMu. Ha onnoit
cropose TabieTku BoiaasneHo cnoso «CIPLAy, Ha
APYroii - TMHHUA pasioma.

2 Identification / TToanHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootpercTayer OxpamMBaHHe aMMHAYHOTO PAacTBOpPa B KpacHbIi
AHTanHHOHOBbIe TNMUKO3HAbI LEeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootrBeTcTBYET chromatogram of the sample solution should
MertuanaparuapokcubeHzoar corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKHBAHHA OCHOBHOIO MHKA HA XpoMarorpamme
HCILITYEMOTO PACTBOPA J0/IKHO COOTBETCTBOBATh
BpEMEHH YAepPAUBAHHA OCHOBHOTO MHKa HA
XpoMarorpamMme CTaHIapTHOrO pacTBopa
MeTHnnaparuapokcubensoara (pasaen
«Merunnaparuapokcudensoar).

3 | Average weight / Cpeanss
macca

188.04mg / 188,04mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: Mpoaykr cootseTcTayeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwyeHue: O0OBPEHO

Checked by QC In-Charge / W})D

OokymeHT npoeper OKK:

Approved by QA In-Charge /
OokymeHT ogobpen OOK: %

Date /

fara,__ 2C1e202k

Date /

21 (0202
[ara:
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIWU3A
Page20f4/Crp.2u3 4
Product: SENADE TABLETS 13,5 mg ilpoaykr: CEHAJIE@, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 484108 _|Batch Quantity / O5bem cepun:  5846packs / ymakosox
'AR No / AnanuTnuecknii oruer Ne : ARF/195/2024|Date of Analysis / lata ananmsa: 21.10.2024
Date of Mfg / JlaTa npoussoacraa: _ 10/2024 Date of Expiry / I'onen go0: 09/2027
Anaiysis performed according ND / Ananus nposeaén no HJL: T N013745/61-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3r. Mo 1 o1 §9.07.2024

Ne Result / PesyabTatsl Specification / Hopma

Test / INoka3zarens

4 | Uniformity of weight / Complies / CootseTcTByeT 18/20 tablets NMT + 7.5 % / 18/20 He 6onee = 7,5
OnHOpOAHOCTE MO Macce %
2/20 tablets NMT £15% / 2/20 ne 6onee = 15%
5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce IPH BLICYLIHBAHKUY 1
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHue He menee 70 % (Q) cenno3unos uepes 120 mux
7 | Uniformity of Dosage units / AV =57 The acceptability index forn =10 AV <L1.
OaHOPOAHOCTE JO3HPOBAHHS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV < LI1. All values of xi must satisfy the
inequality:

[M-xi| £0,01 x L2 x M.

L1=15.0; L2=25.0.

[MokazaTens npuemiaemocty ana n=10 AV <L1.

B cnyuae, ecnu 3HaueHue AV npeekiiaer L1,
NPOBOMAT MCIBITAHKME Ha ciieaylouKX 20 obpa3uax.
Jna n=30 AV < LI. Bee 3Hau4eHHs Xi T0KHBI
yIOBNETBOPATH HEPABEHCTBY:!

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

L1=150; L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE ONpeseeHHe 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomMeTpns) Ot 12,15 no 15,53 mr (ot 90,0 no 115.0 %)

14,00mr/7ab CEHHO3H/I0B B NepecueTe Ha CeHHO3U/ B B onHOH
TabneTxe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpogykT cootBeTcTByeT Tpebosatuam H | 3aknioyeHune: OOOBPEHO
Checked by QC In-Charge / ) Approved by QA In-Charge / z
JokymeHT nposepeH OKK: @%J”J [okymeHT ofobper OOK: %/K
Date/ Date /
fata: 2 \O b | farta: bl
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJIM3A

Page3 of 4/Crp.3n3 4

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

Batch No/ Cepust Ne: 484108 Batch Quantity / O6sem cepun:  5846packs / ynakosox

AR No / ApanuTuuecknii oruer No : ARF/195/2024|Date of Analysis / /lara apanusa: 21.10.2024

Date of Mfg / lata npoussoacrsa:  10/2024 Date of Expiry / I'oaen go: 09/2027

Analysis performed according ND / Anasins nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, sz Ne 1 o1 09.07.2024

Ne Result / PesyabTath! Specification / Hopma

Test / [okaszaTean

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue :
MeTH/INaparuapokcubensoara 0,042Mr/ta6
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoG#onornueckas 4YucToTa

10a) | Total Aerobic microbial count /
OBuiee 4Hes0 aIpOGHBIX 20 Not more than 10* ¢fu/ g / He Gonee 10* /r

MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gomee 107 /r
count / OGuiee yncno <10
UIECHEBBIX M IPOIOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTRYIOT Not more than 10°/ g / He Gonee 10 /r
bacteria/ YcToiituBble K
JelCTBHIO YKeNluu
rpamMoTpHLATENbHbIE BakTepHH

10d) | Staphylococcus aureus Absent /OTCYyTCTBYIOT Absentin 1 g/ OrcytctBue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytctBue B 1 ¢
100 | Salmonella Absent / OtcyTeTByioT Absentin 10 g / OtcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr cooteetcreyeT TpebosaHuam HI | 3aknwyenue: OOOBPEHO
Checked by QC In-Charge / ._,,j,-b-o Approved by QA In-Charge / =
OokymeHT nposeper OKK: OokymeHT opnobpeH OOK:
Date / Date /

i ’ \ + 20
flatas > VUMeRYy e 2-1:10:2024
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3ZA

Paged4 of 4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIEY, TABJETKH 13,5 mr

Batch No/ Cepust Ne: 484108

Batch Quantity / O6vem cepun:

- 5846packs / ynarkosox

AR No / Anaantudecknii orser Ne : ARF/195/2024

Date of Analysis / lata ananuza: 21.10.2024

Date of Mfe / lara npoussoacraa:  10/2024

Date of Expiry / Togen no:

09/2027

Analysis performed according ND / Auanus nposeaén mo H/(: I1 N013745/61-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / Pe3ynbTathi Specification / Hopma
Test / [lokasaTens
11 | Package / Vnakoska Package / Ynakoska - 20 tablets . :
2 inag baITseter maél(e oKF Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
ittt foil. 25 blisss with  [©F 3 blisters and a patient information leaflet in a
08 wtiune inf(;rmation lesflets i carton. 20 tablets in a blister made of PVC s
- c;*ton S A——— /PE/PVDC film and aluminum foil, 25 blisters with
BmmcTe ) alny il 25 patient information leaflets in a carton. / ITo 20
nonusuﬁmmxnopmnoﬁ TabneToK B OMUCTEP M3 MIEHKH TPeXCnoiiHo#H
S ————’ (MIBX/TIS/MIBAX) u amomuaKeBoit Goabru. [To 2
O MHBHHHTEHXTOPUAHOH) 1 1y 3 6McTepa BMECTE C HHCTPYKLIHEH 1o
AIIOMHEHEBOH (OABTH, 10 25 NMPUMEHEHHIO B KapTOHHYIO mauky. 1o 20 TaGnerox
Gmucrepon's KﬂpTOHHy;O — B OMcTeEp M3 MIEHKH MOJMBUHHIXIOPHIHO N
& BTOEeHHEM 25 UHCTpyRI (MONMMITHICHOBOH / MOMHBHHUIIEHXJTOPU/IHOI) K
T amOMMHHUEBO# (onbru, no 25 GIHCTepos B
P ’ KapTOHHYH NMa4yKy ¢ BIOWKEHHEM 25 MHCTPYKUAN MO
NPUMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
B cootBetcTBUH ¢ H]]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyXom MecTe MpH TEMIIEPAType He
XpaHeHUst Boitme 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooTBeTcTBYET TpeboBarHuam HA

Conclusion : APPROVED /
3aknroyeHune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: o—/‘b. HoxkymeHT ogobpeH OOK: @ﬁ
E:f;f >t LD boy E::ea:/ 9 |\10-2-02%
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