Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIW3A
. Pagel of4/Crp. 134
Product: SENADE TABLETS 13,5 mg Mpoayki: C EHAJNE", TABJIETKH 13,5 mr
Batch No / Cepun Ne: 4840062 Batch Quantity / O6bem cepuu:  5843packs / ynakosox
‘AR No / Anasntraecknii oruer Ne : ARF/132/2024|Date of Analysis / lara anaansa: 09.08.2024
Date of Mfg / lata npeussoacrsa:  07/2024 Date of Expiry / Tonen fo: 06/2027 ]

Analysis performed according ND / Anasin3 upoBeaés no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No Result / PesyiibTaibi Specification / Hopnia

Test / Moka3aTenn

1 | Description / Onwcanue Complies / CooTeTcTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockie kpyrible TabneTkH €O
CKOIIEHHBIMH KpasMK 0T KOPHYHEEOTO 10 TEMHO-
KOpMUHEBOTO LiBeTa ¢ BKpanieHuamu. Ha onnoii
ctopore Tabnerky Bbigasneno cnoso «CIPLA», Ha
Apyro# - THHKA pasioMa.

2 Identification / TlogtMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET Oxpaunpanie aMMHaqHOr0 PacTBOpa B KpacHbIi
. AHTPaXHHOHOBbIE TJIHKO3U/bI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC) - CooTBeTcTBYET chromatogram of the sample solution should
Mernanaparuapokcubessoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewmst
yAepHHBaHA OCHOBHOIO MHKA HAa XpoOMaToTpamMme
MCTTLITYEMOIO PacTBopa A0JDKHO COOTBETCTBOBATL
BPEMECHH yAaepxKHBaHHa OCHOBHOTO IHKA Ha
XpOMATOrpaMMe CTAaHIAPTHOTO pacTBOpPa
MeTuanaparnapoxcubensoara (paszaen
«MeTunnaparuapokcnbensoar).

3 | Average weight/ Cpeansas 188.16mg / 188,16mr 189.99 mg +7.5% / 189,99 mr +7,5%
mMacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoayKT COOTBETCTBYET Tpebosanuam H | 3akntouetue: QOOOBPEHO
Checked by QC In-Charge / sﬁeft'-g Approved by QA In-Charge /
OokymeHrT nposepeH OKK: : [oxymeHT og06peH OOK: %ﬁ}
Date / Date / )
fataz ©9.68-202Y [fara: Rl
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAZIE®, TABJIETKM 13,5 mr

Batch No / Cepus Ne: 484062

Batch Quantity / O6bem cepun:  5843packs / ynakosor

AR No / Ananurauecknii otaer Ne : ARF/132/2024 | Date of Analysis / Jara ananunza:  09.08.2024

Date of Mfe / Jlata nponssoscrea:  07/2024 Date of Expiry / {'onen o: 06/2027

Analysis performed according ND / Auanu3 nposenéu no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ov 09.07.2024

Ne

Test / IloxkazaTelib

Result / Pe3yabTaThl Specification / Hopma

4 | Uniformity of weight /
OIHOPOHOCTh MO MACCe

Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 ue Gonee £ 15%

PacTsopenne

5 | Loss ondrying / [loTeps B 2.2% NMT 6.0 % / He Gonee 6.0 %
Macce TpU BLICYLIMBAHUH
6 | Dissolution / 77-95% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosnnos yepes 120 mun

7 | Uniformity of Dosage units /
OnHOPOAHOCTL NO3HPOBAHHS

AV =57 The acceptability index forn=10 AV <L1.

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=15.0; L2=25.0.

TMokasarens npuemiemocti g n=10 AV < L1

B cityuae, ecnu 3Hauenue AV npeppimaer L1,
MPOBOAAT MCHBITAHKE Ha chenyiotimx 20 obpa3uax.
Jnsn=30 AV <LI. Bee 3naueHus Xi 10MKHbI
YAOBJIETBOPATE HEPABCHCTBY:

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

L1=15,0; L2=25,0.

8 | Assay (Spectrophotometry)
KomnuuecTBeHHOE  OMNpeaeieHne
(Cnextpogoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 10 15,33 mr (o1 90,0 1o 115,0 %)

14,04mr/1ab CeHHO3HIOB B NIEPECHETe HA CEHHO3 UM B B 01HOI
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpogykr cootBeTcTayeT Tpebosaquam Hf | 3aknioueHue: OOOBPEHO

Checked by QC In-Charge / sf.—}/w Approved by QA In-Charge / [ Q ,—/—L

[okymeHT nposepeH OKK:

[okymeHT opobper OOK:

Date /
Harta:

e of- 2oLy

Date / Yy
[ara: e 0§ <102
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Cipla

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484062

Batch Quantity / O6nem cepun: 5843 packs / ynaxkosok

AR No / Ananuruyeckuii oruer Ne : ARF/132/2024

Date of Analysis / llata auanuza: 09.08.2024

Date of Mfg / Jara npon3soicrea:

P
/

/2024 Date of Expiry / I'ones fo: 06/2027

Analysis performed according ND / Anasns npoeenén no HJ: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N613745/01-180522, u3m. Ne 1 or 09.07.2024

No Result / PezynbTathi Specification / Hopma
Test / Mokaszarens
9 | Content of Methyl 0.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHImaparsapokcubensoara
(B2IKX)

0,04 1mr/tad

10 | MICROBIAL LIMIT TEST/ MukpoGHosoruyeckas YHcToTa

102) | Total Aerobic microbial count /
OOb1uee yueno aspodHbIX
MHKPOOPTaHH3MOB

50 Not more than 10° cfu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / Ob1uee uucno

Not more than 10° cfu/ g /He Gonee 10° /r

<10
MNECHEBLIX H APOIKAKEBbIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10”/ g / He 6onee 10° /r
bacteria/ ¥ croiiuupsie K
JlefiCTBHIO JKeuH
rpaMoTpHuare/ibHbIC ﬁaf\'TEpHH
10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ Otcyretue s | r
10¢) | Escherichia coli Absent /OtcyTeTByioT Absentin 1 g/ Otcytersue B | r
100 | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanue: Mpoaykr coorsercTayeT Tpebosanuam HI | 3akmoveHue: OLGOBPEHO

Checked by QC In-Charge / f?;ﬂv{”‘o Approved by QA In-Charge / QE

[okymeHT nposepeH OKK:

OokymeHT ogobper OOK:

Date /

[Oara: R

B:;Z_/ |2 ~0g.202Yy
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Product: SENADE TABLETS 13,5 mg

Tponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484062

Batch Quantity / O6bem cepun:

5843packs / ynaxkoBox

AR No / Ananuruyeckuii oruer No : ARF/132/2024 | Date of Analysis / Jara anannsa: 09.08.2024

07/2024

Date of Mifg / Tata npoussoncrsa:

Date of Expiry / F'osen no:

06/2027

Analysis performed according ND / Ananns nposenén mo H/{: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, uzm. N2 1 or 09.07.2024

Test / [lokazaTens

Ne Result / PesyasTathl

Specification / Hopma

11 | Package / Ynakoexa
in a blister made of

on HCTEP M3 TUICHKH

| (nonuaTHACHOBO#/

o NPUMEHEHHIO.

Package / YnakoBka - 20 tablets

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

MOTHBUHHIIXITOPH/THOI

MONMBHHUIAEHXIOPHIHON) 1
anoMuHKeBoi (onsru, no 25
6IUCTEpPOB B KAPTOHHYIO TAUKY
C BlIOWeHHeM 25 HHCTpYKUKid

Package / ¥Ynaxoexa - 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. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / I'lo 20
TabneTok B OAMCTEP U3 MAEHKH TPEXCNOMHOI
(NMBX/MIS/MIBAX) u amtomutnesoii doisru. o 2
unu 3 GnucTepa BMeCTe ¢ MHCTPYKLIMEH MO
NPUMEHEHHIO B KapTOHHYT0 mauky. 1o 20 tabnerok
B GHCTEp M3 MIEHKH MOJHBHHHIXIOPHAHOH
(monH3ITHACHOBOH / MOTHBUHHIIIEH XJIOPHAHOI) 1
amoMuHKEBOI (osbry, o 25 GnucTepos B
KapTOHHYIO NauKy ¢ BAOIKEHHEM 25 WHCTPYKLHH Mo
MPHMEHEHHIO.

12 | Labeling / Mapxupopka According to ND /

B coorserctauu ¢ HJT

13 Storage conditions / Ycnosua

XpaHeHus sbine 25 °C.

In a dry place, at temperature below 25 °C. / B cyXoM MecTe npu TeMIIepaType He

14 Shelf life / Cpok roxHocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT coorseTcTayeT Tpebosarnam HA

Conclusion : APPROVED /
3aknwoueniie: OOJOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

B

[HokymeHT nposepeH OKK: 9_'[-%1_‘ [okymeHT opobpen OOK:
Date / Date /

=2, ‘ f 4 = =
Naa: -, ok U’V/ == {2-08-20 ~
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