Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJTH3A

Page 1 of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

I1poaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 484017

Batch Quantity / Q0bem cepun:  5845packs / ymakeBok

AR No / Anasuruuecknii otuer Ne: ARF/073/2024  Date of Analysis / lara anannia:  12.06.2024

Date of Mfg / /lata npon3sonctea:  05/2024 Date of Expiry / T'oaen no: (4/2027

Analysis performed according ND / Anaaus nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

No Result / Pe3y1bTaThbl Specification / Hopma
Test / TTokazaTean
1 Description / Onucanune Complies / CooTseTcTBYET 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 kpyriubie TabaeTku co
CKOLICHHBIMM KpasAMH OT KOPHYHEBOIO A0 TEMHO-
KOpPUHHEBOMO LIBETA ¢ BKpanaeHusMu, Ha oqnoi
cropoHe tabneTku BuigasneHo caoeo «CIPLA», Ha
IPYro# - THHHA pa3ioma,
2 | Tdentification / IToannHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal sotution turns a reddish colour /
CoOOTBETCTBYET OkpawMBaHHe aMMHA4HOTO pacTBOPa B KpacHLIA
AHTpPaxHHOHOBLIE IJIMKO3KIILI
LLBET,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY COOTBETCTBYET chromatogram of the sample solution should
MeTtunnaparuapokcndensoar corresponds to the retention time of the principle
(BKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoate») / Bpema
YAEPKUBAHUA OCHOBHOIO NUKA HA XPOMATOrpamMmMe
MCIILITYEMOrO PacTBOPA A0KHO COOTBETCTBOBATD
BPEMEHH YAePKHBAHHR OCHOBHOIO THKa Ha
XpOMaToTpaMMe CTaHNAPTHOrO PAcTBoOpa
MeTuanaparnapokenbenzoara (pasaea
«MeTuanaparuipokcubeH3oar).

3 Average weight / Cpeanas
macca

187.97mg / 187.97mr 189.99 mg =7.5% / 189.99 mr +7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykt cooTsercTByeT TpeBosaHuam HI | 3aknroueHue: OQOBEPEHO

Checked by QC In-Charge / (o
NokymeHT nposeped OKK: =

Approved by QA In-Charge /
HokymeHT ogobper OOK: %ﬁ;'

Date /

Nata; 2-S.en. 2o

Date /
fara:

2.0 2oy
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJIN3A

Page 2 of 4 /Crp. 2 n3 4

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

Batch No / Cepua No @ 484017 Batch Quantity / O6bem cepun:  5845packs / ynakosok
AR No / Anaaututecknii orwer Ne : ARF/073/2024|Date of Analysis / Jata anaanza: 12.06.2024
Date of Mfg / lara uponzsogcrea:  05/2024 Date of Expiry / I'onen ao: 04/2027

Analysis performed according ND / Anaus nposexén no H/T: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesyasrarTn Specification / Hopma
Test/ Ilokazarens

4 | Uniformity of weight / Complies / CooTeercTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ue 6oace + 7.5
ORHOpPOIHOCTh MO Macce %%

2/20 tablets NMT £15% / 2/20 ne Gonee = 15%

3 | Loss ondrying / [Toteps 8 2.0% NMT 6.0 % / He donee 6,0 %

MaCCE NP BhICYLIHBAHNM

6 Dissolution / 79-98% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cennoznmos vepes 120 MuH

7 | Uniformity of Dosage units / AV =53 The acceprability index forn =10 AV <11,
OaHOpOAHOCTE A03HPOBAHKA 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 x L2 x M,

L1 =150:L2=250.

FlokazaTtenb npreMaemocty 1ia n=10 AV <L 1.

B cnyqae, ecnn snauenne AV npesbiaer L1,
MPOBOAAT HCMbITAHKME HA cliedyrollux 20 obpasuax.
Hnan=30 AV < L|. Bce 3HA4eHHA Xi DONAKHBI
YIOBIETBOPATL HEPABCHCTRY:

IM-xi| £ 0.01 x L2 x M.

L1 =150:L2=250.

8 | Assay (Spectrophotometry) From 12.15 10 15.53 mg (from 90.0 10 115.0 %) of
KoliHuecTREHHOE  OMpeneneH e 14.02 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpus) Ot 12,15 20 15,53 mr (o1 90.0 a0 115,0 %)

14.02Mr/ 126 CEHHO3MI0B B NEPECYeTe Ha CeHHO3MA B B oanoi
TabaeTke.

Remarks - The Product conforms to NDf
Mpumeyanue: MpogykT cOOTBETCTBYET TpebosaHuam Hil

Conclusion : APPROVED /
Jaxnwyenue: OQOBPEHO

Checked by QC In-Charge /
AokymeHT nposeped OKK: =

Approved by QA In-Charge /
HokymeHnT 0gobpeH QOK;

Date /

fata: = Ul reru

Date /

£y, oyt 2
Hara: 1A 0720y
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHDPHUKAT AHAJIU3A

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484017 Batch Quantity / O0bem cepun;  5845packs / ynakosox
" |AR No / Anaantuuecknii oruer Ne : ARF/073/2024|Date of Analysis / Jara anaanza: 12.06.2024
Date of Mfg / lata npon3soacTea:  05/2024 Date of Expiry / I'oaen no: 04/2027

Analysis performed according ND / Ananaus nposeanén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne Result / PeaynabTaThl

Test / TNokazaTtenn

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)
Coaepanue
MeTHINaparuapokcubeH3oaTa
(BOXKX)

0.042mg/tab

0.042mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 a0 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpobHonoruyueckas yncToTa

108} | Total Aerobic microbial count /

OGmee 4Heno aIpobHbIx 60
MHKPOOPTaHH3MOB

Not more than 10" ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Ofuwee yuca0
TUTECHEBBIX M IPOMNKERRIX

rpubos

<10

Not more than 10 cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcTo#iunsble K
AeHCTBHIO HKEeNuHu

rpaMoTpyuaTebHble OaKTepHu

Absent /OtcyTcTBYIOT

Not more than 10°/ g / He Gonee 10 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OrcytctBre B I

10e) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin | g/ OrcytcTBUe B I T

10) | Salmonella

Absent / OTeyTeTBYIOT

Absentin 10 g / Orcyrersne B 10 g

Remarks : The Product conforms to ND/
Mpumevanue: NpoaykT cooTeeTcrayeT TpedosaHnam Hf

Conclusion : APPROVED /
3aknwyexune: OOBPEHO

Checked by QC In-Charge / E =9

Approved by QA In-Charge /

B

OoxymeHT npoeepeH OKK: AokymeHT 0gobpeH CQOK:
pael 28 0v.Lon Pele T an 07 a0
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOPUKAT AHAJTHU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

TMpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484017

Batch Quantity / O0sem cepnu;

5845packs / ynakosox

AR No / ApaauTHueckuii otdyer Ne : ARF/073/2024 Date of Analysis / laTa anaiaunaa:

12.06.2024

05/2024

Date of Mfg / /laTa npoH3BOACTBA:

Date of Expiry / I'onen go:

04/2027

Analysis performed according ND / Anann3 npoeeaén no H: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PeayibTars

Test / TTokazaTeanb

Specification / Hopma

11 | Package / ¥nakoska
in a blister made of

GmHcTep U3 MNEHKH

(noaMITUAEHOBOH/

Mo NMpYMEHEHHEO.

Package / ¥nakoeka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 tabnetok B

NCJIMBHHUIXI0PUIHOH

NOJMBUHUNAEHXJIOPHAHOI) ¢
anoMuHKuesol domeru, ne 23
OMMCTEPOR B KAPTOHHYIO MauKy
C BJIOWEHMEM 25 MHCTPYKUMH

Package / ¥naxoska - 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. / [o 20
TabneTox B ONUCTEP W3 MIEHKH TPEXCI0HHOM
(ITBX/TMIBAX) n antomunuesoii onbry. o 2
MM 3 DaucTepa BMecTe ¢ HHCTPYKUMEH no
NPUMEHEHNIC B KapTOHRYI0 nauky. [To 20 tabaerox
B §aMCTER M3 MICHKH TOTHBHHUIXTOPHIHOH
{MOTHMITHNEHOBOI / NOAMBHHUAASHXAOPUAHOR)
aNoMHHHeBOR donery, no 25 GiivcTepos 8
KApTOHHYI® NaukKy ¢ BAOKEHUEM 25 uHCeTpyKuMit mo
NPUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B coorseTctBHu c HJI

13 Storage conditions / Ycnosus

XpaHeHHA Bete 25 °C.

In a dry place, at temperature below 25 °C. / B cyXoM MeCTe NPH TeMIEpaType He

14 Shelf life / Cpok roaHocTy 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanwe: Mpoaykr cooTeeTcTByeT TpeboBaHnsM HL

Conclusion : APPROVED /
3aknvenne: OQOQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: —_ﬁb—-"

Approved by QA In-Charge /
HokymenT ogobper QOK:

B

Date /

Dara: 2. 9. 0% 102y

Date /

fae P07 o
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