Cipla

CERTIFICATE OF ANALYSIS
* CEPTUO®HUKAT AHAJIM3A

Page 1 0of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg IMpoaykT: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepua Ne: 485124 Batch Quantity / O6bem ceprn:  5843packs / ynakosok

AR No / AHaanTHYecKuii oTuer No: ARF/196/2025|Date of Analysis / laTa anaansa: 25.09.2025

Date of Mfg / laTa nponssogcrea:  09/2025 Date of Expiry / T'ogen ao: 08/2028

Analysis performed according ND / Anann3 npopeaén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / Pesyabrarsi Specification / Hopma
e Test / [TokazaTe/b
l Description / Onucanine 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. / [Inockue Kpyriikie TAONETKH cO
CKOLIEHHBIMU KPAAMK OT KOPHUHEBOI'0 10 TEMHO-
KOPHYHEROID UBETA C BRKPAIMJICHUAMH. Ha 0AHOH
cTopoHe TabaeTky BeilaBneHo 1080 «CIPLA», Ha
JPYTOH - NTHHWA pazaoma.
2 | Identification / [loaIMHHOCTH
2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTreTcTBYET OKpalUMBAHHE AMMMAYHOTO PAcTBOPA B KPACHHEH
AHTPaxHHOHOBBIE MMKKO3MAEI LseT.
2b) | Methyt Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoorsercTBYET chromatogram of the sample solution shouid
MeTUnmapariapoKcHdeH3oarT corresponds to the retention titne of the principle
{BDXX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIOEPHKHBAHUA OCHOBHOTO MHKA HA XpOMATOrpaMMe
HCMBITYEMOTO PACTBOPa A0/IKHO COOTBETCTBOBATh
BpEMEHH yepKHBAHUSA OCHOBHOTO NMHKA Ha
XpOMAaTOFpPaMME CTaHAApPTHOTO pacTeepa
MeTH:naparuapokcrdensoara (paznen
«MeTunnaparuapokcuOensoar).
3 | Average weight / Cpennsn 191.25mg / 191.25mr 189.99 mg £7.5% / 189,99 mr £7.5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npwmeyanue: Npogykr cooteetcTayeT Tpebosaruam Hl | 3aknwvenne: OQOBPEHO
Checked by QC In-Charge / g__P Approved by QA In-Charge / \X ef
HAokymeHT npoeepeH OKK: 7/-}_"; JokymeHT ogobper QOK: /tg‘}
Date / Date / . o
flataaz 25 102X fara: J6-01202C
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Page 2 of 4 /C1p. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoavkr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485124

Batch Quantity / O6nem cepun:

5843packs / ynakosok

AR No / AvaautH4ueckuii otuer Ne : ARF/196/2025

Date of Analysis / lara anannza: 25.09.2025

Date of Mfg / lara nponssoacrea:  09/2025 Date

of Expiry / I'onen ao: 08/2028

Analysis performed according ND / Anann3 npopenén mo HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / Nokazarenn

Result / PesyhbraTh

Specification / Hopma

4 | Uniformity of weight/
OXHOpPONHOCTL 10 Macce

Complies / CooTReTcTBYET

%

: 18/20 tablets NMT = 7.5 % / 18/20 ne 6oaee = 7.5

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

5 | Loss on drying / TToteps 8 1.8% ' NMT 6.0 % / He Goaee 6.0 %
Macce MpH BHICYILHUBAHHN ;

6 Dissolution / 78-85% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosnnos vepes 120 muu

7 | Uniformity of Dosage units / AV =357 i The acceptability index forn = 10 AV <LI1.
OIHOPOAHOCTE DO3HPOBAHMS " 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.

Li=15.0.12=25.0,

Mokazatens npuemaemMocTy ana n=10 AV < L1,

B cnyudae, ecnut 3Havenue AV npesninaet L1,
MPOBOAAT HCMBLITAHKE Ha cledyiolux 20 obpasuax.
Has n=30 AV < LI. Bece 3uaueHua xi A07T#KHbI
YOOBIETROPATL HEPABEHCTRY:

M-xit 20,01 x L2 x M.

LE=15.0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTeeHHoe onpeaeneHune 14.03mg/tab / ! sennosides calculated as sennoside B in one tablet. /
(CrnexkTpodoTOMeTpHs) t OT 12,15 10 15,53 mr (07 90.0 10 115.0 %)

14.03Mr/1a6 | CEHHOZWIOB B MEPECUETE HA CEHHO3HA B B 0HOI

tabaeTxe.

Remarks : The Product conforms to NDf

MNpumeyvanne: Npogykr cooTeeTcTByeT Tpebosanwam H

Conclusion : APPROVED /
3aknwyenue: QOQOBPEHO

Checked by QC In-Charge /

JokymenT nposeper OKK: “'ﬁ't/"'

Approved by QA In-Charge /

HokymeHT ogobpen OOK: W

Date /

Nata: 209 L2

Oate /

Nata. Leotinnd
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CEPTHOHKAT AHAJIU3A

Cipla

Page3 of4/Crp.3m34

Product: SENADE TABLETS 13,5 mg

Iponvkr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepua No; 485124

Batch Quantity / Obbem cepun:  5843packs / ynakoBok

AR No / Anaautruecknii otuer Ne: ARF/196/2025

Date of Analysis / Jlara anannza: 25.09.2025

Date of Mfg / lara npousBoacrea:  (09/2025 Date of Expiry / I'oaen 10: 08/2028

Analysis performed according ND / Ananus nposeaén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne | ot 09.07.2024

Test / Noxkazareb

Result / PesvabTars Specifteation / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHINaparuapokcuberoara
(BXKX)

0.043mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tad.

0.043mr/Tab

10 | MICROBIAL LIMIT TEST’ Mukpofroaordueckas yuctota

104} | Total Aerobic microbial count / 20
O6uiee 4nc0 a3podHBIX Not more than 10" cfu’ g ' He Goee 107 /&
MHKPOOPraHH3IMOB
i0b) | Total combined yeast and mould Not more than 10” cfu/ ¢ /He Gonaee 107 /r
count ~ Ofuwiee wneIo ; <10
TLTECHEBBIX H APOHGKEBBIN
rpudon i
10¢} | Bile tolerant gram-negative Absent ‘OTCyTCTBYHOT Not more than 107 g ' He Goxee 107 ©
bacteria/ YcToHuuBbIE K
JAEHCTBHIO KeJTUK
rpamMoTpUiaTebHbie SakTepuu
10d} | Staphylococcus aureus Absent /OTCYTCTRYIOT Absentin 1 g/ OtcyretBue B | ¢
10¢) | Escherichia coli Absent /OTCYTCTBYHOT Absentin 1 g OtcyrcTBre B 1T
10 | Salmonella Absent ! OTCYTCTBYIOT Absentin 10g ' Otcytetaues 10 ¢
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanme: lNpodykT cooTeeTcTByeT Tpebosanunam HE | 3aknwo4venune: OQOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
HokymenT nposepeH OKK: %b—ﬁ HokymeHnT onobpen QOK: /ﬁfﬁ‘}‘p,
Date / Date /
- - 96 0% 202
Nara: S oL Hata: ol
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®UKAT AHAJIM3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJAE"®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485124

Batch Quantity / O6bem cepnn:

5843packs / ynakoBox

AR No / Ananutnuecknii oryer No : ARF/196/2025|Date of Analysis / JaTa anaanza: 25.09.2025

09/2025

Date of Mfg / TaTa npouiBoacrsa;

Date of Expiry / Toaen go:

08/2028

Analysis performed according ND / Ananu3 nposexén no H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MokazaTens

Result / Pesysnbrarsi

Specification / Hopma

11 | Package / ¥nakoska
in a blister made of

OnucTep U3 TUIEHKH

(noauITUIEHOBOTH/

N0 NpUMEHEHUTO,

Package / YnakoBka - 20 tabiets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / T1o 20 Tabnetok B

HOﬂHBHHHHXﬂOpHﬂHOﬁ

MONHBHATHAS HXAOPHIHOH) H
amoMunuesoit goabru, no 25
OMHCTEPOB B KAPTOHHYIO [IAUKY
¢ BIOKEHUEM 25 HHCTPYRLMH

Package / ¥nakosxka - 20 tablets in a blister made of
three-layer PYC/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. / [To 20
TabIeTOK B DIHCTEDP M3 MIEHKH TPEXC0HHOH
(IIBX/TIMIBAX) u antomunmesoit doasru. [To 2
HIH 3 DancTepa BMecTe ¢ MHCTPYKLUHEH 10
NPHMEHEHHIO B KAPTOHHYEO nauky. [1o 20 TadneTok
B OnUCTEp W3 TLIEHKH MOJUBHHUIXIOPHAHOIH
(MOAUITUNEHOBOI / MOJIMBHHWIANAE HXAOPHAHOH) H
amoMuHHeBoil donbru, no 25 GnucTepos B
KaPTOHHYIO MA4Ky ¢ BIOMKEHUEM 25 HHCTPYKUMI O
NPUMEHEHHEO.

12 Labeling / Mapk#poska According to ND /

B cooteetcTrMn ¢ H]J

13 Storage conditions / Ycnopus

XpaHeHHs BbIle 25 °C.

In a dry place. at temperature below 25 °C./ B cyxoM mecte npu Temriepatype He

14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykT cooTBETCTBYET Tpebosanuam HI

Conclusion : APPROVED /
SaxnwyeHune: OQOBPEHO

Checked by QC In-Charge /
HAokymeHT nposepeH OKK: =

Approved by QA In-Charge /
HoxymeHt 0gobpeH OOK

Date /

Nara: 2509 1008

Date /
Hata:

t
\3

60929
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