Cipla

CERTIFICATE OF ANALYSIS

LY

CEPTUDHKAT AHAJIHM3A

Page 1 of 4 /Ctp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No : 484021

Batch Quantity / O6sem cepun:  5842packs / ynakosok

AR No / Ananuruuecknii otaer Ne : ARF/077/2024 Date of Analysis / JaTa anannza: 16.06.2024

Date of Mfg / lara npon3soactea:  05/2024 Date of Expiry / I'oaen no: 04/2027

Analysis performed according ND / Ananns nposenén noe H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

No Resuit / Pe3y/ibTaThbl Specification / Hopma
Test / IlokazaTenn
1 Description / Onucanune Compties / 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. / Tlnockue KpyTabe TROTETKH CO
CKOLICHHBIMH KPAsMH 0T KOPHYHEBOTC 10 TECMHO-
KOPHYHCBOIO IBCTA C BKPATLTCHHAMH. Ha onnoti
cTopoHe TabneTky BbIasieHo cnoso «CIPLA», Ha
JPYTOH - JHHUA Pa3ioma.
2 | Identification / [ToANHHHOCTB
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTRYET OxpawyBadne aMMHAYHOFO PacTBOpa B KpacHIi
AHTPaXHHOHOBLIE IITHKO3NIbI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoOTBETCTBVET chromatogram of the sample soiution should
MeTunnaparuapokcuderioar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahvdroxybenzoate») / Bpems
YOEPKHBAHUA OCHOBHOTO MUKA HA XpoMaTorpaMme
HCMBITYEMOIQ PACTBOPA ACJIKHO CODTBETCTBOBATH
BPEMEHH YACPKUBAHUA OCHOBHOTO NHUKA HA
XPOMATOTPAMME CTAHAAPTHOTO pacTRoOpa
Metuinaparuipokcudenioara {pazien
«MeTunnaparuapokcudeHzoar).

3 Average weight / Cpennas
macca

186.05mg / 186.05mr 189.99 mg £7.5% / 189,99 mr £7.5%

Remarks | The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuaume: MpoaykT cooTeetcTayeT Tpeboanusm HI | 3aknwuenne: OQOBPEHO

fara: >t o203

Checked by QC In-Charge / .y Approved by QA In-Charge /
JokymeHT npogepeH OKK: ”fﬁ:@‘ DokymenT opotpen OOK: %ﬁ;
Date / Date /

290 2ozy

HaTa:

FMQCO003-15-09
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CERTIFICATE OF ANALYSIS
. CEPTUDUHKAT AHAJTHU3A

Page 2 of 4 /Crp.2 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484021 Batch Quantity / O6pev cepun:  5842packs / yuaxosox
AR No/ Anannruyeckuii otyer Ne : ARF/077/2024|Date of Analysis / JJata anaanza: 16.06.2024
Date of Mfg / laTa npou3eoactBa:  05/2024 Date of Expiry / I'oaen no: 04/2027

Analysis performed according ND / Auasau3s nposeaén no HJ1: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 o1 09.07.2024

No Result / PeayabTaThl

Test / Tlokasarenn

Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTL MO Macce

Complies / CooTseTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee = 7.5
%
2/20 tablets NMT =15% / 2/20 He Gonee + 15%

5 | Lossondrying / [loteps & 2.1% NMT 6.0 % / He bonee 6,0 %
Macce fPH BbICYIIHBAHUN
6 Dissolution / 79-66% NLT 70 % (Q)} of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cenHoznaos vepes 120 Mun
7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV < L1.

OAHOPOAHOCTE 1O3UPOBAHMA

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:

M-xi| £ 0,01 x L2 x M.

L1=150;L2=250.

[Nokazatesb npuemiemoctd ans n=10 AV < L1,

B cnyuae, ecnu 3nauerue AV npesbiluaet L,
MPOBOAAT HCMbiTAHYE Ha cneayiowux 20 obpasuax.
Haan=30 AV <L1. Bce 3HaueHUs Xi A0NEKHBI
YROBAETBOPATL HEPABEHCTRY:

IM-xii 0,01 = L2 x M.

Ll =150:L2=250.

8 | Assay {Spectrophotometry) f
KonnuecTBeHHOE  onpefeneHue 13.89 mg/tab ;
(CnextpogoToMeTpis)

13.89mr/Tab

From 12.15 10 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O71 12,15 no 15,53 mr (o7 90,0 10 115,0 %)
CCHHO3MIOB B MNepecyeTe HA CeHHO3KA B B oaHO#
rabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYeT TpebosaHusm HO

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge / A" LI Approved by QA In-Charge / Lo
AokymenT nposepeH OKK: el JokymeHnT ogcbper OOK: fﬁﬁ;
Date / N Date / a.0. a

fara: 2 S .o, 1Y Nara: A0 oY

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS

* CEPTU®UKAT AHAJIHU3A

. Page3 of4/Crtp. 3 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKHM 13,5 mr
Batch No/ Cepua Ne: 484021 Batch Quantity / O6nem cepun:  5842packs / ynakoBok
AR No / Anaauraueckuii oryer Ne ;. ARF/077/2024 Date of Analysis / lara anann3a:  16.06.2024
Date of Mfg / laTa nponsBoactea:  05/2024 Date of Expiry / I'onen no: (4/2027

Analysis performed according ND / Anaqu3 nposenén no HJL: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTbl Specification / Hopma

Test / TlokazaTennb

9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue .
MeTunaparuIpokcuben3oara 0.040Mr/Ta6
(BIKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonornueckas YHcTota

104} | Total Aerobic microbial count/

O6wee uncio a’3pebHbIX 40 Not more than 10" cfu/ g / He Gonee 10* /v
MHKDOOPraHHIMOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /1

count / Obiee YHCIO

_ <10

MIIECHEBBLIX # IPOMIKEBhIN

Tpubor
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g / He Goaee 107 /r

bacteria/ ¥ cTof4HBHIE K

JNEHCTBHIO JETYH

rpaMoTpUUaTenbHble GaKTEPUH
18 d}y | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OrcytetBue B 1 1
10e) | Escherichia coli Absent /O1cyTCTRYIOT Absent in § g/ OtcyrcTBues 1 r
104) | Salmonella Absent / OTCYTCTBYOT Absentin 10 g / OtcyTctBe B 10 g
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanume: NMpoaykT cooTeercTByeT TpebosaHuam HY | 3aknwyverwe: O OBPEHO
Checked by QC In-Charggl ay Approved by QA In-Charge / -
DNokymeHT nposepeH OKK: = HokymeHT ogobper OOK: _
Date / . Date / _

Lo T e . et

Oata: 2 " Data: Yo 2oy
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne @

484021

Batch Quantity / O0beM cepun:

S842packs / ynakopoxk

AR No / Ananutaveckuii orqyet Ne : ARF/077/2024

Date of Analysis / lata anannza:

16.06.2024

Date of Mfg / laTta npoussoacrsea:

05/2024

Date of Expiry / 'ogen go:

04/2027

Analysis performed according ND / Ananus nposeaén mo H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No

Test / [TokazaTe b

Result / Pe3ynbTaThl

Specification / Hopma

Package / ¥nakoska

Package / ¥nakoeka - 20 tablets
in a blister made of
PVC/PE/PVDC film and

¢ aluminum foil, 25 blisters with

25 patient information leaflets in
a carton. / [lo 20 rabaeTok B
DaUCTEP U3 MIEHKH
nOJHBHHAAXIOPHAHOR
(NOJIMITHASHOBOH/
NONHBUHUIIEHXIIOPUAHOM)
aTIOMUHWEROH (oabry, no 25
OHCTEPOS B KAPTOHHYIO FAYKY
C BNOXKEHHEM 25 HHCTPYKLUMA
Mo TPUMEHEHUID.

Package / Ynakoska - 20 tablets in a blister made of
three-laver 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
TabNeToK B ONMCTEP M3 NNEHKW TPEXCAOAHOR
(MIBX/TI3/TIBJIX) v amomunuesoil Goasra. [lo 2
unu 3 63ucTepa BMECTe ¢ HHCTPYKUMEH No
NpUMEHEHUIO B KapToHHy1o nauky. [To 20 tabneTok
B OITHCTED M3 MACHKH MOTHBHHWIXIOPHIHOH
{MONMATHIICHOBO# / NOJIMBUHHILAEHXIOPHAHOH) U
AT0OMUHNEBOH (onbru, no 25 BaHcTEpoB B
KapTOHHYIO MAYKy C BIOXKEHHEM 25 HHCTpYKUM O
TPUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /
B cooteeTcTBrM ¢ HJT
13 Storage conditions / ¥Ycnosua In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype He
XpaHEHHA Bhiwne 25 “C.
14 Shelf life / Cpok roznocTH 3 vears /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwuenme: OJOBPEHO

Checked by QC In-Charge /
HokymeHT npoeeped OKK:

=€ 40

Approved by QA In-Charge /
OokymenT onobpen OOK:

R

Date /
HaTta:

2.-0T. Loy

Date /
Nara:

29 co7- 202
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