Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJU3A

Page 1 of 4/ Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484135

Batch Quantity / O6nem cepuu:  5846packs / ynakoBok -

‘AR No / Apaarrnyeckuii otuer No : ARF/226/2024 | Date of Analysis / lara ananusa: 22.11.2024

Date of Mfg / lara npoussogcrBa:  11/2024 Date of Expiry / I'onen jo: 10/2027

Analysis performed according ND / Ananuz nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.67.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / TlokazaTenn

Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onucanue 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. / [nockue kpyrasie TabneTku co
CKOIIEHHBIMH KPasAMH OT KOPHYHEBOTO A0 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpanneHusiMu. Ha onuoii
cropoHe TabneTku BolgasneHo cinoso «CIPLA», Ha
Npyroii - NMHNA pa3ioma.

2 Identification / [TommuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYeT OxpamnBanye amMMHAYHOTO pacTBOpa B KpacHlit
AHTPaXHHOHOBBIE TJIMKO3HIbI ey
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTBYET chromatogram of the sample solution should
MerunnaparuapokcubeHsoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHMBAHUA OCHOBHOIO IIMKA HA XPOMaTOTpamMmme
HCOBITYEMOTO PacTBOpa A0KHO COOTBETCTBOBATS
BPEMEHH YAePKHBAHHS OCHOBHOTO ITHKA Ha
XpomarorpaMme CTaHJIapTHOro pacTBOpa
MeTunnaparuapokcubenzoarta (pasmen
«MeTunnaparnapoxcHOeH30aT).

Ly

Average weight / Cpennsisi
macca

188.05mg / 188,05mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: MpogykT cooTBeTCTBYET TpeGoBanuaM HL | 3akniovenune: OOOBPEHO

Checked by QC In-Charge / T
JokymeHT nposepeH OKK: ﬁoff")

Approved by QA In-Charge / 3
[okymeHT ogobpeH OOK: %

Date /
Qara: b S e e

Date /
Oara:

22 \\-2Zoz2Yy
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
- Page 2 of 4/ Ctp. 2 u3 4

-

Hpoaykr: CEHAJIEY, TABJETKH 13,5 mr

Product: SENADE TABLETS 13,5 mg
|Batch No / Cepua Ne: 484135

Batch Quantity / O6nem cepun;  5846packs / ynaxosox

AR No / AsanaTrueckuii oruer Ne : ARF/226/2024

Date of Analysis / lata apanuesa: 22.11.2024

Date of Mfg / lata npousBoncrsa:  11/2024

Date of Expiry / I'osen f1o:

10/2027

Analysis performed according ND / Ananu3s nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl

Test / IMoxkaszaTenn

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTE MO MACCE

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / TToteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce [pu BeICYLIWBAHUN
6 | Dissolution / 82-97% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) ceHHo3nnos uepes 120 mun
7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV <L1.

OIIHDpOJ],HOCTb NO3HPOBAHHA

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.

LY=15.0;12 =25.0.

[TokazaTtens npuemmemoctd i n=10 AV < L1.

B ciyuae, ecnu 3naueHue AV npesbimaet L1,
MPOBOJAT UCTBITAaHKE Ha cnenytounx 20 obpasuax.
Ins n=30 AV < L1. Bce 3HaueHus Xi J0KHbI
YAOBJIETBOPATL HEPABEHCTBY!

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

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

8 | Assay (Spectrophotometry)
KonuuecTeeHHOE OnpeneneHue
(CnektpodoTomeTpus)

13.91mg/tab/

13,9 1mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3M/I0B B NEpecyeTe Ha ceHHo3 U B B 0HOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooteercTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknwoyenue: O0OBPEHO

Checked by QC In-Charge / ;
JokymeHT npoeepeH OKK: 7555'”“0

Approved by QA In-Charge /
[okymeHT ogobper OOK:

G

Date /
[ara:

21‘\\_«3{@')_;_’

Date /

2.9, s\\s oz
Nara: “
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
E Page 3 of 4/ Crp. 3 uz 4

-

Product: SENADE TABLETS 13,5 mg Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484135 Batch Quantity / O6bem cepun:  5846packs / ynakopok

AR No / Ananurnsecknii oryer Ne ;. ARF/226/2024 |Date of Analysis / Jara ananusa: 22.11.2024

Date of Mfg / darTa nponssogcrea:  11/2024 Date of Expiry / Toaen no: 10/2027

Analysis performed according ND / Anann3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesyabTaTs! Specification / Hopma

Test / IMokazaTens

9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tadb.
parahydroxybenzoate(HPLC)/
Cojnepxanue
MeTHAnmaparuapokcubensoara 0,040mr/Ta6
(BDXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 4ucToTa

10a) | Total Aerobic microbial count / 50
OOuee yueno a3pobHLIX
MHKDOOPraHH3MOB

Not more than 10* cfu/ g / He Gonee 10" /r

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 107 /r

count / OGLuee 9mcIo

<10 . .
IUIECHEBLIX M JIPOIKIKEBLIX e
rpudos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10”/ g / He Gonee 107 /r

bacteria/ YcToifuuBbie K
NeHCTBHIO HKeTUn
rpaMoTpuLaTesibHble HakTepuu

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OtcytcTBue B 1 T

10¢) | Escherichia coli Absent /OtcyTeTBYyIOT Absentin | g/ Orcyrceue B I 1

100 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykt cootBeTcTByET TPeboBaHuam HA

Conclusion : APPROVED /
3aknwoyenue: OJOEPEHO

Checked by QC In-Charge / W

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT of06pen OOK: W/L

Date /

[ara: 2.2 .\, L_OLL‘

Date /

0 22 \\WW2Zozy
ara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIVIZA

Cipla

Page4 of 4/Crp. 413 4

Product: SENADE TABLETS 13,5 mg_

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484135

Batch Quantity / O6bem cepun:  5846packs / VIAKOBOK

AR No / Ananurnueckuii oraer Ne : ARF/226/2024

Date of Analysis / Jara anannza: 22.11.2024

Date of Mfe / Jlata npoussoacisa:  11/2024

Date of Expiry / Touen go: 10/2027

Analysis performed according ND / Anamus nposexén mo HIL: 11 N013745/01-180522, amend No. 1 dated

09.07.2024 / I1 N013745/01-180522,

u3m. Ne 1 ot 09.07.2024

Result / PesyibTaThl

Specification / Hopma

Package / Vrakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 TaGnetox B
fnucrep U3 MICHKH
MOMTHBHHUIXJIOPUAHOM
(monuaTHIEHOBOTH/
NONMBHHWIIEHXIOPUAHOM) U
alnoMHHUCBOM (osbru, no 25
GMUCTEPOB B KAPTOHHYIO MAUKY
C BIIOKEHHEM 25 WHCTPYKLKH
M0 MPUMEHEHHIO.

Package / Vnakoska - 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. / Ilo 20
Tabnerox B HMMCTEp M3 NNEHKH TPEXCNOHHON
(TIBX/MI2/MBAX) u antomuruesoit Gonsru. Ilo 2
1TH 3 GrucTepa BMECTE C MHCTPYKUMEH 1o
npUMeHeHnto B KapToHHyio nadky. [To 20 Tabnetok
B OIMCTep U3 IUIGHKH MOMHBHHUIIXJIOPHTHOIH
(nonm3THREHOBOIT / NONHBHHIIIEHXTOPHIAHON)
amoMUHIEBOH (onbry, rno 25 61ucTepos B
KapTOHHYIO TJauKy C BIOMKEHHEM 25 HHCTPYKLMH [0
NPUMEHEHHIO.

According to ND /

B cootsercTeum ¢ HJL

primie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npH TeMneparype He

Ne
Test / [Moka3aTensb
11 | Package / YnakoBka
12 Labeling / MapkupoBka
13 Storage conditions / YcnoBus
XpaHeHHs
14 Shelf life / Cpok ronHocTH

3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanne: MpoaykT cooTeeTcTByeT TpeGosanuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK: e O =2

Approved by QA In-Charge /
HokymeHT ofo6peH OOK:

G

Date /

Nara: 22-W. 2020

Date /

95 wifYs
Narta: ! iy
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