Cipla

CERTIFICATE OF ANALYSIS
- CEPTUPHUKAT AHAJIM3A

Pagelof4/Crp. 1 uz 4

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

Batch No / Cepus Ne: 484060 Batch Quantity / O0bem cepun:  5846packs / ynakoBok

AR No / Ananuwrnuecknii otuer Ne : ARF/130/2024|Date of Analysis / lara anannsa:  07.08.2024

Date of Mfe / lata npouzsoncrsa:  07/2024 Date of Expiry / T'osen no: 06/2027

Analysis performed according ND / Ananus nposeaés no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, nam. Ne 1 o1 09.07.2024

N | Result / Pesynbtarol Specification / Hopma

Test / [ToxaszaTennb

1 | Description / Onucanue Complies / CootBeTcTRyeT 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 kpyrnsie TabneTku co
CKOLICHHBIMU KPAAMH OT KOPHUHEBOTO JI0 TEMHO-
KOpPHYHEBOro LBeTa ¢ Bkparmenuamu. Ha onnoii
ctopoHe Tabnerku BeiaasneHo cioso «CIPLA», Ha
Zpyroii - TuHus pasnoma.

2 | Identification / [TopnsHHOCTS

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYeT OxpaliiBaHue aMMHauHOTO PAacTBOPA B KPACHbILi
AHTPaXHHOHOBbIE TTTHKO3H/bI vy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MerunnaparuipokcHbeH30at corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yAEpPIKHBAHUA OCHOBHOTO MHKA HA XpoMaTorpamMme
HMCMOBLITYEMOrO pacTBopa A0/KHO COOTBETCTBOBATL
BpEMEHH YACPKHUBAHHA OCHOBHOIO IHKa Ha
XpOMaTorpamMmme CTaHaapTHOro pacTeopa
meTunnaparunapokcubensoara (pasnen
«Metunnaparuapoxcudensoar).

3 | Average weight / Cpennstst 186.32mg / 186,32mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr coorsercTayeT TpeGosaHunam H | 3aknoyenue: OJOEPEHO
Checked by QC In-Charge / “—:-’P s Approved by QA In-Charge / 3
[okymeHT nposepeH OKK: okt LokymeHT ogodper OOK: %
Date / ) ) . Date / ©.09- 2024
fara: 27 © A Jata: 14 K
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Product: SENADE TABLETS 13,5 mg

Mpozyer: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust No :

484060

Batch Quantity / O6bem cepuu:

5846packs / ynaxkosok

1AR No / AuanurHuecxuii oruer Ne : ARF/130/2024

Date of Analysis / laTa anamnza:  07.08.2024

Date of Mfg / laTa npouzssacraa:

07/2024

xate of Expiry / osen no:

06/2027

Analysis performed according ND / Ananus nposenén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Nao

Test / llokaszaTenn

Result / PesynbTaTnt

Specification / Hopma

Uniformity of weight /
OnHOPOOHOCTB 110 Macce

Complies / CootsercTByeT

18/20 tablets NMT # 7.5 % / 18/20 ne Gomee + 7.5
%

2/20 tablets NMT +15% / 2/20 He 6onee = 15%

Loss ondrying / [Toteps B
Macce Npu BbICYLUHBAHHK

1.9%

NMT 6.0 % / He Gonee 6,0 %

Dissolution /
PactBopenne

78-90%

NLT 70 % (Q) of sennosides in 120 minutes
He meriee 70 % (Q) cennosupos uepes 120 Mun

Uniformity of Dosage units /
OIHOPOIHOCTD A03UPOBAH S

AV=538

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.

Ll =15.0;1.2=25.0.

[Mokazatens npuemaemoct ansi n=10 AV < L1.

B cnyuae, ecnu 3naueHne AV npesbiuaet L1,
MpOBOJAT UCMbITaHHE Ha creaviowmx 20 obpa3zuax.
Jlina n=30 AV < L1. Bce 3naueHus Xi T0IKHBI
YIAOBNETBOPATH HEPABEHCTRY:!

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

L1=15,0;12=25.

Assay (Spectrophotometry)
KosnyecTBeHHOE  OTIpeiesieHHe
(CnexrpodoTomeTpns)

14.04mg/tab /

14,04mr/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 %)
CEHHO3MIO0B B MepecueTe Ha CeHHo3Ma B B oaHOl
TabnerTke.

Remarks : The Product conforms to ND/

Mpumeuyanue: MpoaykT cooTBeTcTBYeT TPebosaHuam HY

Conclusion : APPROVED /
3axntyerue: OQOBPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK:

= b

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Fhe

Date /

[ara; €T7.0R 202

Date /

[ata: 071+ 08 -2k
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 484060

Batch Quantity / O0nbem cepnu:

5846packs / ynakoBox

AR No / Auanurruecknii oruer No : ARF/130/2024 |Date of Analysis / laTa ananmza:

07.08.2024

Date of Mfe / lata nporssogerna:  07/2024

Date of Expiry / 'ogen jo:

06/2027

Analysis performed according NI / Ananuz npopexén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / Mokazarens

o Result / PesyiibTars

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHanaparuapokcubensoara
(BOXKX)

0.04 1 mg/tab

0,04 1mr/rab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Muxkpodnonoruieckas UACTOTa

10a) | Total Aerobic microbial count / ‘
Obuee 4Kcno a3pobHbIX 30 Not more than 10* ¢fu/ g / He Gonee 10° /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count/ O6uee 4ucio <10
TUIECHEBBIX M JIPOHTKERBIX
Tpudon

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10/ g / He Gonee 107 /r
bacteria/ Vcroituunbie k
NeHCTBHIO HWenUu
rpaMoTpuLaTeNnbhblie 6akTepuH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OtcytctBue B 1 T

10¢) | Escherichia coli Absent /OTtecyTeTBYIOT Absent in | g/ OrcytctBue s 1 r

100 | Salmonella Absent / OrcyrcByloT Absent in 10 g /Otcyrcreue 8 10 g

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cooTseTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknwyvenue: OQOBPEHO

Checked by QC In-Charge / «
ﬁ N8

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /

[oxymeHT npoepeH OKK:
[ara: ©7.0% 200Y

Date /

[ara: o< 0 8-202LYy
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Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnsn Ne : 484060

Batch Quantity / O6nenm cepun:

5846packs / ynakesox

AR No / Asanurrueckuit oruer No : ARF/130/2024

Date of Analysis / lata ananuza: 07.08.2024

07/2024

Date of Mfe / lata npoussoicrsa:

Date of Expiry / I'osen no:

06/2027

Analysis performed according ND / Ananus nposeagn no H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / [lokaszaTensb

Result / PesyabTaThbl

Specification / Hopma

11 | Package / Ynakoeka

in a blister made of

frucTep U3 MIeHKH
MOJTUBHHUIIXJIOPHAHOH
(nonuaTHAEHOBOM/

no NpUMEHEHHIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information ieaflets in
a carton. / I'lo 20 TabneTox B

MOMHBUHMIAEHXTOPUAHOH) H
AOMUHUEBON (POIIBTH,
O1MCTEPOB B KAPTOHHYIO MAuKy
C BAOMKEHHEM 25 HHCTPYKUHIT

Package / ¥Ynakoska - 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. / [o 20
TabNeTok B ONMCTEp U3 MICHKH TPEXCNOHHOH
(MBX/IT/TIBAX) 1 antoMuuuesoii ¢Goasry. Mo 2
Wik 3 fJiMcTepa BMecTe ¢ HHCTPYKLIHEH Mo
MPUMEHEHUI0 B KAPTOHHYHO nauky. [To 20 Tabnetok
B GIIHCTEp W3 [IEHKH MONHBHHUIIXIIOPHHOI
(MONUATHAEHOBOH / MOMMUBUHIIAEHXJIOPHTHOM) 1
amomuuneBoll (onsry, no 25 Gnucrepos B
KAPTOHHYIO NAYKY C BIOMKEHHEM 25 MHCTPYKUHMiT no
NMPUMEHEHHHD.

mo 25

According to ND /

12 | Labeling / Mapxupoeka

B cootreercTBumn ¢ HJ|

13 Storage conditions / Yenosus

XpaHeHus Bhile 25 °C.

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

Shelf life / Cpok rosnocti 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
Jakntouenue: OOJOBPEHO

Mpumeuanue: MNpoaykr cooTBetcTByeT TpebosaHuam HI

Checked by QC In-Charge /
= C

Approved by QA In-Charge /
NokymeHT ogobper OOK:

Q-

NokymeHnT nposeper OKK:
Date / 6“"-6”5’-9—0).3

Hata:

Date /

o 0" 0% - 2o2y
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