Ciplg

CERTIFICATE OF ANALYSIS
CEPTHOWUKAT AHAJIM3A
Page 1 of 4 /Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 483025 Batch Quantity / O6bem cepun:  5840packs / ynakoBok
AR No / Ananaraaecknii oraer Ne : ARF/046/2023 | Date of Analysis / /lata anammza:  12.04.2023
Date of Mfg / lara nponssoacrsa:  03/2023 Date of Expiry / I'ogen no: 02/2026
Analysis performed according ND / Anamms nposenén no H/I: TTN013745/01-180522
Ne Result / PesyabTartst Specification / Hopma _
Test / Tlokazarean
1 | Description / Onucanue Complies / CooTsercTayer 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. / TInockue kpyribie Tabnerkn co
CKOLIEHHLIMH KPasiMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOrO LiBeTa ¢ BKparuieHnsaMu. Ha oxHoii
cTopoHe Tabnerku sbiaasneHo cnoso «CIPLAY, Ha
APYTOii - THHUSA pasnoma.
2 | Identification / TTognurHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
N S iRCe R Tlsi CootsercTByer fl)axgramunauue aMMMA4YHOr0 pacTBopa B KPaCHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrsyer chromatogram of the sample solution should
MeTtunnaparuapoxkcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep)KHBaHHA OCHOBHOTO MHKAa Ha XpOMaTOrpaMme
HCIIBITYEMOr0 PACTBOPA I0JDKHO COOTBETCTBOBATE
BPEMEHH yIePKHBAHHA OCHOBHOIO IMHKA HA
XPOMATOrpaMMe CTaHIapTHOrO PacTBopa
MeTHITIaparnapokcubensoara (pasnen
«Merunmaparsapokcubensoar).

3 | Average weight / Cpennss
macca

186.11mg / 186,11mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooreeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /
Q;, \vxo P
/

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

B

Date /

HokymeHT npoeper OKK:
na.ra. Qq WOA RO

Date /

Nara: 2.9 -0\-207%
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Cipia

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Mponykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi No : 483025

Batch Quantity / O6bem cepan:  5840packs / ynakoBok

AR No / AsasnaTagecknii oraer Ne : ARF/046/2023

Date of Analysis / /lara ananuza: 12.04.2023

Date of Mfg / /lara nponssoacrea:  03/2023

Date of Expiry / 'onen no: 02/2026

Analysis performed according ND / Auanus nposeaén no H/I: T1 N013745/01-180522

Ne
Test / Noxkazarenn

Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OHOPOIHOCTL 10 Macce

Complies / CooTsercTByeT

18/20 tablets NMT =+ 7.5 % / 18/20 ne 6onee + 7.5
%
2/20 tablets NMT £15% / 2/20 we 6onee = 15%

5 | Loss on drying / IToreps B
Macce npH BbICYIIHBAHHH

2.6%

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution /
PacTsopenne

7 | Uniformity of Dosage units /
OHOPOIHOCTH AO3HPOBAHUA

81-88%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenno3unos yepes 120 mun

AV=52

The acceptability index forn=10 AV <LI.

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=15.0; L2=25.0.

IMokasarens npuemzaemocts mns n=10 AV <L1.

B caryuae, eciu 3Ha4eHune AV npesbimaer L1,
MPOBOIAT HCHbITAHHE Ha caeayroumx 20 obpasuax.
JIlnst n=30 AV < L1. Bce 3Ha4eHns X1 J0JDKHBI
YAOBJIETBOPATL HEPABEHCTBY. )

[M=xi| <0,01 * L2 x M.

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

8 | Assay (Spectrophotometry)
KomuuecTseHHOE OnpeneneHne

(CnextpodoTomerpis)

13.89 mg/tab /

13,89mr/Tab

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 (o1 90,0 no 115,0 %)
CEHHO3MJIOB B repecyere Ha CeHHo3uA B B onHOM
TabneTke.

Remarks : The Product conforms to ND/
Npumeyanue: MpogykT cooTeeTcTByeT TpebosaHuaM HI

Conclusion : APPROVED /
3aknwouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / ! E’

[okymeHT nposeper OKK: @)‘ﬁ";& [okymeHT onobpeH OOK:
Date / - . Date / .o4-202-%
[ara: ARy [ara: =R
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A
Page 3 of 4/ Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg ITpoaykr: CEHA}],E@, TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483025 Batch Quantity / O6bem cepun:  5840packs / ynakoBok
AR No / Anasmragecknii oraer Ne : ARF/046/2023 | Date of Analysis / Jlara apamsa:  12.04.2023
Date of Mfg / lara nponssoacrsa:  03/2023 Date of Expiry / l'oaen a0: 02/2026
Analysis performed according ND / Anaans nposenén no HJI: T N013745/01-180522
Ne Result / PeyabtaTs Specification / Hopma
Test / lokaszaTeab
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHinaparnapokcnoensoara 0.049mr/Ta6
(BIXKX) '
10 | MICROBIAL LIMIT TEST/ Mukpo6uonorayeckas 4HcTora
108) | Total Aerobic microbial count /
O6mee unCc0 a3poBHbIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obmee 4ucio0 <10
MJIECHEBbIX H PO/KIKEBLIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He 6onee 10° /r
bacteria/ Ycroifuusbie K
JIeMICTBHIO JKEI4H
rpaMoTpHL@ATE IbHbIE DaKTepHH
10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OtcyTcTByiOT Absent in 1 g/ OrcyrcTBue B 1 ¢
109) | Salmonella Absent / OtcyTcTByIOT Absentin 10 g / Otcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteetcrayeT TpebosaHuam HIl | 3akniouenue: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposepeH OKK: g‘ﬁ?—g MokymeHT oaobpeH OOK: @;}5)//
Date / Y Date / A .o 2070
[lara: 2a.ca4-90n 3 [lara: = Y22
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Paged4 of 4 /Crp. 4 m3 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHA}IEﬁ, TABJIETKH 13,5 mr
Batch No / Cepusi No : 483025 Batch Quantity / O6bem cepan:  5840packs / ynakosok
AR No / Arasmaragecknii oraer Ne : ARF/046/2023 | Date of Analysis / lara ananmsa:  12.04.2023
Date of Mfg / Jlata npoussoacrsa:  03/2023 Date of Expiry / I'ogen j10: 02/2026
Analysis performed according ND / Anamus nposenén mo H/L: T N013745/01-180522
Ne Result / PesynbTaThbt Specification / Hopma
Test / lloxkaszarens
11 | Package / Ynakopka =
g s U il tablets | b kage / Vinaxosxa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
25 patient infc;nnation leaflats in carton. 20 tablets in a blister made of PVC
e TTo 20 ratmerox o |/PE/PVDC film and aluminum foil, 25 blisters with
Grnlcre;; A 25 patient information leaflets in a carton. / Ilo 20
= TabneTok B GHCTEp H3 MIIEHKH TPEXCAOHHOM
](1::“8" neuo‘:;f:i?/mon (TIBX/TIDMIBAX) u amomunanesoi donsri. [To 2
S eHXNOPHAHOH) H Wi 3 GnucTepa BMECTe C HHCTPYKIIMEH MO
amoMuHHeBol GOBIH, 110 25 NPHMEHEHHIO B KapTOHHYIO mauky. ITo 20 Tabnerok
GnucTepos B xap'rouny’lo nd B OucTep 13 MIEHKH NONTHBHHHIXJIOPHAHOM
¢ BnowesHeM 25 HHCTD xuuﬁky (NONM3THIECHOBOH / MONUBHHUIIEHXIIOPHIHOH) H
s SR O y amoMuHHeBoii Gonery, no 25 Gaucrepos B
P ) KapPTOHHYIO MAUKY C BAOKEHHEM 25 MHCTPYKUMH 110
MPHMEHEHHIO,
12 | Labeling / MapkupoBka According to ND /
. B coorsercTsun ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeH!s soiue 25 °C.
14 Shelf life / Cpok rogrocTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooteeTcTByeT TpebosaHnsm HI

Conclusion : APPROVED /
3akmoyenue: OQJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT npoeepeH OKK: /'%/A.‘Cf— [okymeHT ogobper OOK: %ﬁ\//"
Date /
B::_eal DA c4a .90 2 ,El:'rea: 2LA-0Y 2075
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