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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHATH3A

Page 1 of 4/Ctp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJE", TABJETKH 13,5 Mr

Batch No / Cepun Nue: 485198

Batch Quantity / O6bem cephu:

5844packs / ynakorok

AR No / Anaaarnuecknii oTuer Ne: ARF/298/2025

Date of Analysis / lara apaamsa: 29.12.2025

Date of Mig / /lata npoussoacrea:  12/2025

Date of Expiry / T'onen a0

11/2028

‘Analysis performed according ND / Ananu3 nposeaér no H/I: IT N013745/01-180522, amend No. | dated
109.07.2024 / 11 NO013745/01-180522, nam. Ne 1 o7 09.07.2024

Ne
Test / Nokazatenn

| Result / Peayn bTATHI

Specification / Hopma

|

| Description / Onkcasnue

Complies / CooTBercTBYET

; Flat circular rablets from brown to dark-brown with
bevelled edges and disserninations. It has CIP1.A
manogram embossed on one side and central break-
line on the other. / TLiockue kpyrasie TaéneTsy co
CROLLECHHDIMH KPAEMH 0T KOPUYHEBOTO I0 TEMHO-
KOPHYHEBOI'O UBCTA € BKPaILieHHamMH. Ha oanoit
cTopoHe TafeTKM Bol JaBneHo ¢;1080 «CIPLA», Ha
APN¥TOR - THHMA paiIoMa.

2 [dentification / TTonnHHHOCTh

2a) | Anthraquinone glycosides / Complies ¢ " Ammoniacal solution tums a reddish colour /
§ A nTodx . CooTaeTeTBYeET Oxpalipsanne aMMHAYHOIO pacTBOpa B KPACHLIH
; AHTDaXHHOKOBLIE ITHKOZMALL
LBET.
2b) | Methyl Parahydroxybenzoare Cormplies / Retention time of the principle peak in the
(HPLCY/ CooteeTcTByeT chromatogram of the sample solution should
MeTuanaparuapokcubensoar corresponds to the retention time of the principle
(B3KX) peak in the chromatogram of the Methy]
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoates) / Bpems
¢ YICPHMBAHKA DCHOBHOIC MIHKA Ha XPOMATOrpaMve
HCMEITYEMOrC PACTBOPA JOKHO COOTBSTCTBOBATE
BPEMCHH }"i]ep)i\'HBﬂHHH OCHOBHOTO THK3 HA
XPOMATOTDAMME CTAHAAPTHOCO PACTROPA
; MeTHANaparwIpoKcHOen3oaTa (pasnen
«MeTunnaparnapokckdenzoar).
'3 | Average weight / Cpennas 189.97mg / 189.97mr 189.99 mg +7.5% / 189,99 mr =7,5%
Macca

Remarks . The Product conforms 1o ND/
Npumeuanue: MpoaykT cooTBeTcTBYET Tpeforanuam HI

Conchlusion ; APPROVED /
3axmovenne: ONOBPEHO

Checked by QC In-Charge / _/Cphw

Approved by QA In-Charge /

[ s

dokymenT npoeepeH OKK: i Dokyment ogotpen OOK:
Date / — Date /
Jara: S o Jara: 2oy

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTH3A

. ~ Page2 of4/Crp. 213 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485198 Batch Quantity / O6beM cepun:  5844packs / ynakosok
AR No / Ananmrnsiecknii ot4er Ne : ARF/298/2025 | Date of Analysis / ata anannia: 29.12.2025

Date of Mfg / Nava npoussoacrea:  12/2023 Date of Expiry / [oaen go: 11/2028

Analysis performed according ND / Ananns nporeadu no HJi: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, usm. Ne 1 ot 09,07,2024

Result / Pesynsrate Specification / Hopma
e Test / NokazaTens
4 1 Uniformity of weight / Complies / CooTReTCTRYET 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee - 7,5
OHOPORHOCTL MO Macce Yo
2720 tablets NMT £15% / 2/20 ne bonee = 15%
5 | Loss on drying / [Totepn & 1.8% NMT 6.0 % / He Bonee 6.0 %
MACCe NPY BEICYLUHBAHHH

6 Disselution / 84-94%; NLT 70 % {(3) of sennosides in 120 minutes
Pactaopenne 'He menHee 70 % (Q) cernoznnos gepes 120 Mun

7 1 Uniformity of Dosage units / AV =64 The acceptability index forn =10 AV < L1.
ONHOPOIHOCTh 103KPOBAHNS [n the case where the value of AV exceeds L1, a

test is carried out on the follewing 20 samples. For
n=30
. AV < L1, All values of xi must satisfy the
| inequality:
Moxi £ 0,01 L2 = M.
; Li=15.0:12=250. |
‘ [TokazaTess npueMaemocTd A n=10 AV < L1, i
B cnyuae, ecnn 3HaueHne AV npesarmaer LI, '
MPOBOIAT HEMBITAHKE Ha caeaywuwx 20 ofpasuax.
» g n=30 AV < Li. Bee 3navenus x{ 10.KHB
| YAOBNETROPATL HEPABEHCTBY:
iM-xi| < 0,01 x L2 x M.
L1=150:12=250.

8 | Assay (Spectrophotometry) From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
KonndecTaennoe  onpeaenekue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnexrpodroTOMETPHA) . OT 12,15 70 15.53 mr (07 90,0 10 115,0 %)

| 4.06Mri1a6 | CEHHOIMJIOR R MEPECUETC HA CEHROINL B B 0aHOi
TafneTke.
Remarks : The Product conforms to NDY Conclusion : APPROVED /

Npumeyanwe: MpogykT cooTseTcTeyeT Tpebosannam HO | 3aknwyexne: OQOEPEHO

Checked by QC In-Charge / : Approved by QA In-Charge /
Hokyment nposepen OKK: ';:_Jff»j-ﬁ'p OokymeHT 0g06per OOK: /@’i
Date / I Date /

2 v Lot

JaTa: ; Jara: 2% 1-2008”

FMQC003-15-10

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HEAT AHAJIM3A

Page30f4/Crp.3uz d

Product: SENADE, TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKY 13,5 mr

Batch No / Cepna Ne: 485198

[Batch Quantity / Ofnew cepun:  5844packs / ynakoBok

AR No/ AnaanTnaeckuii otuer Ne : ARF/298/2025

Date of Analysis / lata anaamza: 29.12.2025

Date of Mfg / lara npouisoacerea:  12/2025

Date of Expiry / Toaen go: 11/2028

Analysis performed according ND / Ananns nposeaén mo H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma
Ne Test / ToxkazaTenn
9 [ Contentof Methyl 0.037mg/tab 0.028 — 0.056 mg'tab. ! O7 0,028 10 0.056 mr/rad,
parahydroxybenzoate{HPLC)
Conepsatine
MeTunnaparnipokcibensoata 0.037wrtad
P (BOXX)

10 | MICROBIAL LIMIT TEST/ Muxpoduonoriyeckas 4acToTa

104) | Total Aercbic microbial count ¢

MHKPOODIaHH3IMOB |

Ofwee unc10 a3podHbIX 30 Not more than 10* cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
; count / Obwee umcIo

Not more than 10° cfuf g /He Gosee 107 it

<10
[UIECHEBBIX H APUHIKEBbIX
rpudoB i
10 ¢ | Bile tolerant gram-negative ; Absent /OTcyTersyror Not more than 10” ¢ g / He Goxee 107/
bacteria/ ¥ cToHYHBLIE K :
NeHCTBHIO Kenuu
IPAMOTPHLATEThHBIE JaKTepuu
104) | Staphylococcus aureus Absent /OTcyTCTRYIOT Absentin 1 g/ OreytetBe B 1
e} | Escherichia coli Absent /OTCyTCTBYIOT i Absentin I g/ OteyteTRue B 1 r
100 | Salmaonella ‘l Absent / QrcyTeTBYHGT Absentin [0 g ¢/ Otcytetame B 10 ¢

Remarks - The Product conforms to ND/
Npumeuanne: NpoaykT cooTeeTCTBYET TPE6OBAHMAM

Conclusion : APPROVED /
HA | 3aknwoyenue: ONOBPEHG

Checked by QC In-Charge /

— o Approved by QA In-Charge / P
DokymeHT nposepen OKK: f— ) DokymenT og06pen OOK: /@‘}-—"
Date / Date /
Jata: 22 e [ara: 202008

FMQC003-15-10

Cipla _Ltd.,CipIa House, Peninsuta Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simehem Pvt. Ltd., Plot No. 60-65. Tuem Industrial Estate. Tueni, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHATTA3A

Paped of 4/ C1p. 4 u3 4

Product: SENADE TABLETS 13,5 mg_

[Mpoaykr: CEHAAE®, TABJIETKHU 13,5 mr

Batch No/ Cepun Ne: 485198

T

Baich Quantity / Onem cepnn:

5844packs / ynaxonor

AR No/ Ananuruycckuii orger Ne: ARF/298/2025

Date of Analysis / Jara aganusa: 29.12.2023

Date of Mfg / laTa npon3soicrpa:

1272025

Date of Expiry / T'oaen 30:

11/2028

Analysis performed according ND / Anaaus nposenéu no H/I: TI N013745/01-1803522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uam. Ne 1 o1 09.07.2024

N |

Test / [MokazaTe b

Result / PeayanTaThl

Specification / Hopma

11 | Package / ¥ naxoeka

Package / Ynakogka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 235 blisters with
235 patient information leaflets in
a carton. / [1o 20 TabncTox B
OIMCTep M3 RNEHKH
NONHBHHHIXIOPHAHORA
(nomyTHREHOBOH/
MHCAHBHHHANJIEHXIODUAHOMA) K
amoMHHKeeoH Gonwri, no 25
OUCTEPOR B KAPTOKHYIO MAYKY
¢ BIOMeHHWeM 25 UHCTPYKUH
110 MPHMEHEHHED.

Package / Ymakoska - 20 tablets in a blister made of

‘three-tayer PVC/PE/PVDC film and aluminum foil. 2
‘ot 3 blisters and a patient information leaflet in a

carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum feil, 25 blisters with
25 paticnt information leaflets in a carton. / [To 20
TabJeTok B GaIUCcTep U3 AJEHKH TPEXCAOAHO#M
(MBX/MTTBAX) 1 anoMuuuesoi doneru. [To 2
w1 3 6IMCcTepa BMECTE ¢ HHCTPYKUMEH fo
TIPUMEHEHHIO B KaPTOHHYI0 nauky. [Mo 20 tabaetok
B ONHCTEP U3 MIEHKH MOIUBHHUIXIOPHIHOM
(NOIMITHABHOBOH / MONUBHHUNHIEHXTOPHAHON) H
anMHHKes0H donsru, no 25 6aucTepos B
KAPTOHHYIO NAYKy C 810KeHHEeM 25 HHCTPYKUMIA o
NPHMEHEHHIO.

12 Labeling / Mapxuposxa

According to ND/

B cooreeTtcTBum ¢ H]T

13 Storage conditions / ¥¢moeua
XPaHEHKS

In a dry place, at temperature below 25 °C./ B cyXoM MecTe 1Ipu 1e€MNIepaType e

ebiae 25 °C.

14 Shelf life / Cpok roaxocTy

3 years / 3 rona

Remarks : The Product conforms to ND/

Npumeuanue: MNpoAyKT COCTBETCTRYET Tpebosaruam Hf

Conclusion : APPROVED /
3aknwyenne: ONOBPEHO

Checked by QC In-Charge / = A

(=P pproved by QA In-Charge / ~p
HoxymenT npoeepen OKK: "a—f; i HJoxymenT ogobpen QOK: g’/
Date / — Cate /
Jara:  ©° 12 veys . BaTa; 2ANT 2

FMQC003-15-10

Cipla _Ltd.._CipIa House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 40001 3, India.
At : Simchem Pvt. Lid., Plot No. 60-65. Tuem [ndustrial Estate, Tuem, Pernem Goa -403512



