Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page 1 0of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne ; 484015

Batch Quantity / O6bem cepun;  5848packs / ynakosok

AR No / Apanutuuecknii oruer Ne : ARF/071/2024|Date of Analysis / Tara anannsa: 10.06.2024

Date of Mfg / lata nponieoacrea:  05/2024 Date of Expiry / Foaen ao: 04/2027

Analysis performed according ND / Aranns nposenén mo H: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne

Test / Iloka3zaTenn

Result / PeaynbTaThbl Specification / Hopma

1 Description / Onncanue Complies / CooTtBeTcTBYET 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. / [lnockue kpyrabie TAbNETKH €O
CKOIEHHBIMA KpasMit OT KOPHYHEBOTO IO TEMHO-
KOpPMYHEBOTO UBETa ¢ BKparieHuAMK. Ha ogHod
cTopoHe TabneTky BblAaBneHo caoeo «CIPLAw, Ha
ApPYTO#H - THHKA Pa3NoMa,

2 Identification / TToARUHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
COOTBETCTBYET OKpalUiBaHHe aMMHAYHOIO PAcTBOPA B KPACHKIA
AHTPaxWHOHOBbIE FTHKO3HAbL BeT.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooteercTByeT chromatogram of the sample solution should
Merunnaparnopokcrubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
YACPXHBEHUA OCHOBHOIO [IHKA HA XPOMAaTorpamme
UCMBITYEMOTO PacTBOpa ICNAHO COOTBETCTBOBATh
BPEMEHH YICPKHMBAHHA OCHOBHOTO IMHKa Ha
XpoMaTOrpaMMe CTaHAapTHOFO pacTBopa
MeTHAnaparnapokcbensoara (pas3aen
«MeTtunnaparuapokcnbeH30aT).

3 | Average weight / Cpennss
Macca

188.70mg / 188,70mr 189.99 mg £7.3% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyanue: Npogykr cooTeercTayeT Tpebosavmam HI | 3akmovenmne: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: 9,{)/'09

Approved by QA In-Charge /

JokymeHT ogobpex OOK: %)g

Date /

flara: 2 9.0 T-lo)y

Date /
fata: F17971-2024

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg Ipoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 484015 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Anasutauecknii otver No : ARF/071/2024|Date of Analysis / [lata ananmnza: 10.06.2024

Date of Mfg / 1aTa nponsBoacrea:  05/2024 Date of Expiry / T'onen go: 04/2027

Analysis performed according ND / Ananus nposenén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynabTaThbi Specification / Hopma
Test / TloxazaTens
4 | Uniformity of wéight / Complies / CooTBeTcTBYeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
OLHOPOAHOCT 110 Macce %
2/20 tablets NMT £15% / 2/20 e Gonee + 15%
5 | Loss ondrying / [Toteps 8 2.6% NMT 6.0 % / He bosee 6,0 %
Macce MpH BHICYHIUBAHUH
6 | Dissolution / 79-98% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennozunoe yepes 120 muH
7 | Uniformity of Dosage units / AV =535 The acceptability index forn= 10 AV <L1.
OAHOPOAHOCTE O3HPOBAHNIA 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=15.0;12=250.
[Tokazarens npuemnemocty 11t n=10 AV < L1.
B cayuae, ecnu 2HaueHne AV npesbiutaeT L1,
} MIPOBOAAT HCMLITAHHE HA cnenyownx 20 ofpazuax.
‘ Jing n=30 AV < LI. Bce 3HaueHHs Xi n0n#HbE
YROBIETBOPATh HEPABEHCTBY:
; IM-xi} 0,01 x L2 = M.
i Lt =150;1L2=250.
[ 8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
: Konvuectsenuoe onpenenesne 13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
} (CnexrpodioTomerpus) Ot 12,15 00 15,53 mr (o1 90,0 oo 115,0 %)
‘ [3,97Mr/1a6 CEHHO3M/I0R B MEPECYETe HA CEHHO3Ma B B 01HOM
: tabueTke.

Remarks : The Product conforms to ND/
Npumeuanue: NpoaykT cooTBeTcTBYET TpeboBaHuam Hl

Conclusion : APPROVED /
3aknmoueHue: QQOBPEHO

Checked by QC In-Charge / ",E/ p

Approved by QA In-Charge /

A

DokymeHT nposepen OKK: JokymenT oaobpex OOK:

Date / Date/ A~ a977-1024,
2 Ao 1. L2

Jara: © B Jara;

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIH3A
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Product: SENADE TABLETS 13,5 mg

Npoayktr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 484015 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Ananntuuecknii oruer N : ARF/071/2024 Date of Analysis / laTta anasmza:  10.06.2024
Date of Mfg / lata npon3ssoacrsa:  05/2024 Date of Expiry / I'onen po: 04/2027

Analysis performed according ND / Anasin3 npoeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / Pe3yibTaThi

Test / [lokazaTenn

Specification / Hopma

9 | Content of Methyl 0.043mg/tab
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTINaparuapokcubersoaTa 0,043mr/Tab
{(BOXX)

0.028 — 0.056 mg/tab. /Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MuxpoGuonornyeckas 4uncToTa

10a} | Total Aerobic microbial count /
Obmee yHcao a3pobHBIX 60

MHKPOOPTaHHU3MOB

Not more than 10* cfu/ g / He 6onee 10* /r

10b} | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /
count / Obuiee yucio <10
ITECHEBBIX B IPOAIKEBLIX
rpuboe

18¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Gonee 10” /r
bacteria/ ¥croiuuBbie x
JNeHCTBHIO KENUH
rpaMoTpHaLATeNbHbIE DaKkTepHu

18d} | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyteTeue B 1T

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ Ortcytcteue B L 1

169) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanne: Npogykr cooTeeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akmoyenune: OQOBPEHO

Checked by QC In-Charge /
DokymeHT nposepeH OKK: ’;E/{_’p

Approved by QA In-Charge /
AokymeHT ogobper OQOK:

FH

Date /

Dara: 2.0 1.202-Y

Date /

19, . ZA
Oara: 407204

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATH3A
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Product: SENADE TABLETS 13,5 mg

Hpouaykr: CEHAIE®, TABJIETKM 13,5 mr

Batch No / Cepua Ne: 484015 Batch Quantity / O6bem cepun:  5848packs / ynakonox
AR No / Anaautnueckuii order Ne : ARF/071/2024|Date of Analysis / [lata anaauza: 10.06.2024
Date of Mfg / laTa npouszsoactea:  05/2024 Date of Expiry / I'onen go: 04/2027

Analysis performed according ND / Ananu3 nposengn no HA: IT1 N013745/01-180522, amend No. 1 dated
09.07,2024 / II NO13745/01-180522, uam, Ne 1 o1 09.07.2024

Neo

Test / TlokazaTenn

Result / Pesynbrarst

Specification / Hopma

Package / ¥nakosxa
in a blister made of

OnMcTep U3 IIEHKH
NMOJTHBUHKITXTOPHAHOH
{NOAHITHNEHOBOH/

¢ MPHUMEHEHUED,

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
atluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 Tabnetok 8

NOJIMBHHWILAEHXJIOPUAHOR) U
anioMHUHHEBOH Qonbru,
ONHCTEpOB B KAPTOHHYK) NAYKY
C BJIOKEHHMEM 25 HHCTpYKUMH

Package / Ynaxosxa - 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. 2{) tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / 1o 20
Tabnetok B GncTep W3 TUIEHKH TpeXcnoHHOH
(NBX/TI3/TIBAX) v anroMiHKeB0I honsru. 1o 2
WM 3 OnMcTepa BMECTE ¢ HHCTPYKUMEH Mo
MPUMEHEHUIO B KAPTOHRYHO navky. [To 20 taGneTok
B GnucTep Ul IICHKH NONLHEHHHUIXIOPHAHOIN
{NOMITHIEHOBOH / NOTUBHHUACHXNOPHIHOR) N
ANOMUHHEBORA Gonbru, no 25 6nucTepos B
KapTOHHYH Mayuky ¢ BIOXEHHEM 25 HHCTPYKUME 10
NPHMEHEHHIO.

no 25

12 Labeling / MapkupoBska According to ND /
B cootsetcTBHE ¢ H]]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMnepaType He
XpaHeHHA Briie 25 °C.
14 Shelf life / Cpok roaHocTu 3 years/ 3 roma

Remarks ;: The Product conforms to ND/
MNpumeyanune; NpogykT cooTeeTcTRYET TPebHoBaHuam HA

Conclusion : APPROVED !/
3axnuenne: QAOBPEHO

Checked by QC In-Charge / gib_p

JokymeHT nposepeH OKK:

Approved by QA In-Charge /
OokymenT ogobpen OCK:

&P

Date /

2. .<T, 2
Nata: T 202

Date /

Jara: A4-07- xory

FMQC003-15-09
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