Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDHEKAT AHAJIW3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484022 Batch Quantity / Q0bem cepnn;:  5844packs / ynakosok
AR No / Ananatuueckuii oruer Ne ;: ARF/078/2024| Date of Analysis / Jara awannza: 13.06.2024
Date of Mfg / JaTa npoussoacrsa:  06/2024 Date of Expiry / 'oaen 10: 05/2027

Analysis performed according ND / Anaans nposeaén ne HJIL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, w3m. Ne 1 ot 09.07.2024

Ne

Test / TlokazaTtens

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Complies / CooreetcTByeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLLA
monogram embossed on one side and central break-
line on the other. / TTnockHe kpyrnbie Tab:1eTKHA CO
CKOLUEHHBIMM KpasMH OT KOPMYHEBOTO 10 TEMHO-
KOPUYHEBOMO 1BETE C BKpanacHuamMu. Ha oanod
cTopoHe TabneTky BulaasneHo 1080 «CIPLA», na
Opyro# - IMHKUA pazfioma.

b2

Identification / TTOANMHHOCTE

2a)

——

Anthraquinone glycosides /

AHTanHHOHOBble FAUKO3HALI

Compties/
CooTBeTcTBYET

J

Ammeniacal solution turns a reddish colour ¢
OxpaluvBanye aMMHAYHOTG PacTBOpa B KPacHbI
LLBeT.

2by | Methyl Parahydroxybenzoate
(HPLCY
MeTunnaparuapokcHOeH30ar

{BOXX)

Complies /
CooTBeTcTRYET

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIePHHUBAHUA OCHOBHOTO MUKA HA XpoMarTorpaMme
UCTIBITYEMOIQ PacTBOPa AOIKHO COOTBETCTBOBATL
BPEMEHH YACPXHBAHUA OCHOBHOTO MMUKA Ha
XpOMATOTpamMMe CTAHAAPTHOTO PacTROPA
MeTranapardapokcubensoara (pasien
«MeTHnnaparunpokcubensoar).

Average weight / Cpeanss
macca

Ly

187.24mg / 187.24mr

189.99 mg £7.5% / 189.99 mr £7.3%

Remarks : The Product conforms to ND/f
MNpumeyanme: MNpoaykT cooTeeTcTByeT Tpebosawnam H

Conclusion : APPROVED /
JaknwueHue: OQOBPEHO

Checked by QC In-Charge / {\_j

DokymeHT nposepen OKK:

Approved by QA In-Charge /
JoxymenT oaobpen OOK:

B

Date /

Oata <1°° 2ot

| Date/

29407 2024
Harta:

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

-

CEPTHO®UKAT AHAJTH3A

Page2 of 4 /Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484022

Batch Quantity / O6beM cepun:  S844packs / ynakosok

AR No / Anasurindecknii oryer Ne : ARF/078/2024|Date of Analysis / lata anaauza: 18.06.2024

Date of Mfg / lata nponisoacrea:  06/2024 Date of Expiry / T'oaen no: 052027

Analysis performed according ND / Ananns npoenén no H: T1 N0O13745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No Result / Peayabrars: Specification / Hopma
Test / TlokaszaTenn
4 | Uniformity of weight / Complies / CooTsercTBYET 18/20 tablets NMT = 7.5 % / 18/20 He bonee + 7.5
OAHOPOLHOCTD N0 Macce - %
2/20 tablets NMT £15% / 2/20 ne bonee + 15%
5 | Loss on drying / [Toteps B 2.3% NMT 6.0 % / He donee 6,0 %
MACCE [PH BLICYILWBAHUH
6 | Dissolution / 79-93% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHue He menee 70 % (Q) cennozunos uepes 120 MuH
7 | Uniformity of Dosage units / AV =54 The acceptability index forn= 10 AV < L1.

OAHOPONHOCTL A03WPOBAHNS

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 » L2 = M.

L1 =150;L2=250.

[lokazaresns npHeMaeMocTy 4nd n=10 AV < L1.

B ciyuae, ecnw 3navenue AV npesotwaer L1,
NpPoBOIAT MCNbiTAHKME HA cheayrownx 20 obpasuax.
dnan=30 AV < L1. Bece 3Hauedn Xi TOTHHLI
YNOBAETBOPS T HEPABEHCTBY:

IM-xi| < 0,01 = L2 x M.

L1=150:L2=250.

8 | Assay {Spectrophotometry)
KonnuecTeeHHOE onpeaeneHue
{CnektpodoToMeTpHs}

From [2.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.00 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot1 12,15 a0 15,53 mr (o1 90,0 10 115,0 %)

]4,0UMF=’T36 CCHHO3NI0B B nepeclleTE Ha CEHHO3WU B B OIIHOI\/‘I
TabIeTKe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuanue: MNpofdyKT cooTeeTcTBYeT TpeboeaHuam HIl | 3aknovenne: OROBPEHO

Checked by QC In-Charge /

OokymeHT nposepeH OKK: =760

Approved by QA In-Charge / C
HokymenT ogobpen OOK: %}

Date /

fara: 2. 01 PeLy

Date / : i
« Q2O ZA
Hara: 1-9

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
s CEPTHOHKAT AHAJIHU3A

Page 3 of4/Crp. I n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus No: 484022 Batch Quantity / O6bem cepun:  5844packs / yrakosok
AR No / Ananutndeckuii oTuer Ne : ARF/078/2024 Date of Analysis / laTa ananusa: 18.06.2024
Date of Mfg / lara nponsoacra:  06/2024 Date of Expiry / T'ones ao: 05/2027

Analysis performed according ND / Anaans nposeaén no H/T: IT N013745/01-180522, amend No, | dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result/ PeayabTaTsl

Test / NlokaszaTe b

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Coaepxatue
MeTUINaparuapokcudersoara
(B3XX)

0.040mg/tab

0,040mr/Tad

0.028 - 0.056 mg/tab, / O1 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGHonoruueckas 1Hcrota

10a) | Total Aerobic microbial count /

O0uee yucno apobHbix 10 Not more than 10* ¢fu/ ¢ / He 6onee 10° /ir
MHUKPOOPraHU3MOR

b | Total combined yeast and mould Not more than 10° cfu/ ¢ /He Gonee 10° /¢
count / Obuiee yucio <10
NIECHEBBIX 1 APOHIKEBbIX
rpuboe

1tc} | Bile tolerant gram-negative Absent /OTcyTCTRYIOT Not more than 10°/ g / He Gonee 107 /T
bacteria/ Ycroiiuuseie K
NERCTBHE) HETUM
rpamMoTpHuaTelisHble faKkTepuy

1¢dy | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OTcyteteues | r

10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin | g/ OTcytetBue s L r

100 | Salmonella Absent / O1cyTCTBYIOT Absentin 10 g / OrcytcrBe 8 10 g

Remarks - The Product conforms to ND/
Npumevanne: NpoayKT cOoTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge /
JoxymenT nposepeH OKK: 'ﬁﬁiu

Approved by QA In-Charge /
JokymenT 0aobpeH OOK:

i

Date /

L8 T, rer
Hara: 2= i{

Date /

Oarta: 1A-07 ey

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. Permem Gea -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UHKAT AHAJIU3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 Mr

Batch No / Cepun Ne: 484022 Batch Quantity / O6bem cepuu:  S844packs / ynaxkosok
AR No / Asanuregeckuii oruer Ne 1 ARF/078/2024 Date of Analysis / laTa ananusa: 18.06.2024
Date of Mfg / llata nponsBoactea:  06/2024 Date of Expiry / T'oaen 10: 05/2027

Analysis performed according ND / Anann3 nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, w3m. Ne 1 ot 09.07.2024

Ne

Test / IMokazaTenn

Result / PesyneTaTht

Specification / Hopma

11 | Package / Ynaxoska

Package / ¥YnakoBska - 20 tablets
in & blister made of
PVC/PE/PVDC film and
aluminum Toil, 25 blisters with
25 patient information leaflets in
a carton. / o 20 tabaeTok B
BRHCTEP M3 MAEHKH
TIONMBHHUIXJIOPUIHON
(MOUITUIIEHOBOH/
NOJMBUHWIAEHXTOPHAHOH) 1
anomunnesoll gonsrn, mo 235
ONUCTEPOB B KAPTOHHYIO NMAYKY
C BIOMEHHEM 25 HHCTPYKUMI
10 [IPUMEHEHHID.

Package / Yrakoska - 20 tablets in a blister made of
three-tayer PYC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leafletin 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. / 1o 20
TabeTOK B GNUCTEpP W3 MIEHKH TPEXCAOHHON
(MBX/TIDMTIBIOX) v amomunuesoil dossrn. Tlo 2
WK 3 GnucTepa BMECTE ¢ MHCTPYKUHER MO
NPHMEHEHNIO B KApTOHHY1O madky. [lo 20 TabaeTox
B OTHCTED W3 MASHKH NOIHBHHUAXIOPHIHOMN
{MONKITUIEHOBOMN / NONMBHHUIAEHXOPHIHOIT) U
amoMuiuesoit Goasru, no 25 GnucTepos B
KApTOHHYIO NAuKy ¢ BAOKEHUeM 25 WHCTPYKUMI no
MPUMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B cooTsetcreun ¢ HJL

13 Storage conditions / Ycnosus
XpaHeHH:A

In a dry place, at temperature below 25 °C. / B cyxom MeCTe NpH TemnepaType He

gbiwe 25 °C.

14 Shelf life / Cpok roaHocTH

3 years /3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTcTBYET TPeboBaHMAM H

Conclusion : APPROVED /
3akntouernne: QOJOBPEHO

Checked by QC in-Charge / >
NokymenT nposepeH OKK: Ay

Approved by QA In-Charge /
Dokyment ofobper OOK:

-

Date /

[atas ><°° 1. 2oy

Date /

2-4 .07 204
Hara:

FMQCG03-15-09

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




