Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

-

Pagel of4/Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481168

Batch Quantity / O6bem cepun:

5847 packs / ymakoBok

AR No / Asanarigecknii oraet Ne : ARF/216/2021|Date of Analysis / laTa anammsza:  30.08.2021

08/2021

Date of Mfe / Jlara npon3soacTBa:

Date of Expiry / I'oxen 1o:

07/2024

Analysis performed according ND / Amanmus nposenén mo H/: ITN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / Tlokazarens

Result / PesyabTars:

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. / ITnockue kpyrnbie TabneTku co
CKOLIEHHBIMHU KPasMH OT KOPHYHEBOI0 10 TEMHO-
KOPUYHEBOTO LBeTa ¢ BKpannenuwimu. Ha oxHoit
cropoHe Tabnetky BeinasieHo cnoeo «CIPLA», va
IpYroit - TMHHA pa3znoMa.

2 | Identification / ITopnHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T _m Coorsercrayer g:el?ramnnaune aMMMa4HOIO pacTBOpa B KpacHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooreercTByeT chromatogram of the sample solution should
MerunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KUBaHHA OCHOBHOTO MHKA HA XPOMATOrpaMMe
HCITBITYEMOTO PacTBOpPa NOJDKHO COOTBETCTBOBATH
BpEMEHH YAEPKHBAHHUA OCHOBHOTO TIHKA HA
XpPOMATOTPAMME CTAHIAPTHOTO PacTBOPA
merunnaparunpoxcubensoara (paszgen
«MeTunmaparuapokcnbens3oar).

3 | Average weight / Cpenuss
Macca

191.99 mg / 191,99 mr

189.99 mg +7.5% / 189,99 mr +7,5%

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

Conclusion : APPROVED /
3aknouyenue: OOOBPEHO

Checked by QC In-Charge /|

[NokymeHT npoBepeH OKK: =L

Approved by QA In-Charge /
HokymeHT onobpen OOK:

Date /

R0:08.2021
[ara:

Date /

1 30‘08’—‘2—02/\
arta.
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Cipia

CERTIFICATE OF ANALYSIS
= CEPTHOUKAT AHAJIU3A
- Page 2 of 4/ Ctp. 2 3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481168 Batch Quantity / Oobem cepun: 5847 packs / ynakoBox
AR No / Asammragecknii oraer Ne : ARF/216/2021|Date of Analysis / laTa amamasza:  30.08.2021
08/2021 Date of Expiry / T'ogen xo: 07/2024

Date of Mfg / /lara mpou3BoacTBAa:

Analysis performed according ND / Anamus nposeaén mo HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Hoxa3zaTeas

Result / Pe3yabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTB MO Macce

Complies / CooTBeTcTBYET

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

OpHOPOAHOCTDL AO3MPOBAHHA

5 | Loss on drying / Tlotepsi B 2.0% NMT 6.0 % / He 6onee 6,0 %
MACCe [1PYU BBICYITHBAHWH
6 | Dissolution / 80-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenne He menee 70 % (Q) cenno3unos uepes 120 Mun
7 | Uniformity of Dosage units / AV=54 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.

IToxazarens npuemaeMoct it n=10 AV <L1.

B ciy4ae, ecinu 3HadeHne AV npesbimaer L1,
NPOBOIAT UCIBITAHKE Ha clenyonux 20 obpasmax.
Ilnsi n=30 AV <L1. Bce 3HaueHNs Xi IOJGKHEI
VOOBIETBOPATH HEPABEHCTRY:

M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOe OIpeneleHHe
(CrekrpodoToMeTps)

14.25 mg/tab /

14,25 mr/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 mo 15,53 mr (ot 90,0 go 115,0 %)
CEHHO3UIOB B MIEPECYETe Ha CEHHO3HA B B 0xHOMH
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Checked by QC In-Charge {
[HokymeHT npoeepeH OKK: \6 Q diin g

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

AT

Date /

[ara: f gL ]

Date /
Jara;

20.-08.202\
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIV3A

Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 481168

Batch Quantity / O0bem cepnm:

5847 packs / ymakoBok

AR No / Anamnrageckuii orger Ne :  ARF/216/2021 | Date of Analysis / /lara anammsa: 30.08.2021

Date of Mfg / /lata nponssoacrea:  08/2021

Date of Expiry / I'oaen fo:

07/2024

Analysis performed according ND / Anamis nposenén mo HJ{: [1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / TlokazaTeab Result / PesyabTaTst Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
CopepixaHue
MeTHInaparnapokcubensoara 0.047 mr/Tab
(BDXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckas 4dcTOTa

10a) | Total Aerobic microbial count /
Obinee 9ucao a3pobHbIX <10 Not more than 10* cfu/ g / He 6onee 10*/r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obuiee 4uCIO <10
TUIECHEBBIX U JPOAOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107 / g / He 6onee 10% /r
bacteria/ YcToHUHBEIE K
IEHCTBHIO XKeT1H
rpaMoTpHLaTelbHbIe GaKTepun

104d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent iri 1 g/ OrcyrcTBue B 1 1

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g / OtcyrcTBHE B 1 T

100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OrcyrcTeue B 10 g

Remarks : The Product conforms to ND/
MNpumeyanue: [NpoJyKT COOTBETCTBYET Tpebosanuam H

Conclusion : APPROVED /
3axkmouenne: OOQOBPEHO

Checked by QC In-Charge /

[NokymeHT nposepeH OKK: @Y0un

—

Approved by QA In-Charge /
NokymeHT oaobper OOK:

G

Date /

20082021
Harta:

Date /

20-08.202.\
[ara:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Paged of 4/ Crp. 4 m3 4

[Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :

481168

Batch Quantity / O0bem cepun:

5847 packs / ynakoBok

AR No / Agamarageckuii orger Ne : ARF/216/2021

Date of Analysis / lara anammza:  30.08.2021

Date of Mfg / lara npoH3BOACTBA:

08/2021

Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Anamms nposenén mo HJI: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / HoxazaTens Result / Pe3yabTarhl Specification / Hopma
11 | Package / Ynakoska P . . .
. inagi;%:t;’ryr::;:?f(‘a ) Bk Package / Ynaxosxa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
abaminum Eoil. 35 blisters with.  |°F 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in | S3rton- 20 tablets in a blister made of PVC
e Ho 20 vabnerox o /PE/PVDC film and aluminum foil, 25 blisters with
S ‘m iceieie 25 patient information leaflets in a carton. / ITo 20
I pfnnnxno - Tabnerox B 6IHCTEp M3 MIEHKH TpeXCNoiitHOMH
(nonua'rmeHOB}:)ﬁf (IIBX/TI/TIBOX) u amomunuesoii gonsry. Ilo 2
NGRSOl 2 unu 3 Gicrepa BMeCTe C HHCTPYKITHEH 1o
A FoMEHNEBOH GONBIH, 110 25 NPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 Tabnerok
6IHCTEPOB B KAPTO ’m a1 GuHCTep H3 IUICHKH NOJHBUHUIXIOPHIHOH
I 215) H:C’H'[‘y il y (MONMMATUIIEHOBOI / OTHBHHHIIEHXIOPHIHOMN) 1
R Py AMOMUHIEBOMH (osbry, mo 25 nucTepos B
P ’ KAPTOHHYIO N1a4Ky C BIOKEHHMEM 25 HHCTPYKIHIi 1o
MPUMEHEHHIO.
12 | Labeling / MapkupoBsxa According to ND /
B cootsercTBrm ¢ H|
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mMecTe nIpu TeMIeparype He
XpaHeHHs Boime 25 °C.
14 Shelf life / Cpok ronHocTH 3 years /3 roma

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHmnam HI 3axkmouenne: OJOEPEHO

Checked by QC In-Charge Approved by QA In-Charge /

NokymeHT nposepeH OKK: Cl?ﬂf'_h_f [HokymeHT onobpeH OOK: %
Date /

Date / 30.08-202]

HaTa:

Hara:

3008202\
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