Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A

Page I of 4/ Crp. 1 uz 4

" |Product: SENADE TABLETS 13,5 mg

HNponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 484122

Batch Quantity / O0bem cepuu:

5848packs / ynakoBox

AR No / Anajyimrageckuii oraer Ne : ARF/210/2024|Date of Analysis / lara ananma: 07.11.2024

Date of Mfg / lata npoussoncrea:  10/2024

Date of Expiry / 'ogen no:

09/2027

Analysis performed according ND / Anasus nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / Y1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyasTaTsl

Test / HHokazaTeanb

Specification / Hopma

1 | Description / Onucanune

Complies / CootsercTyer

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. / Inockue kpyrabie TabaeTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOrO 0 TEMHO-
KOPHYHEBOTO 11BeTa ¢ BKpannennsimu. Ha onuoi
cropose TabneTk BeiaaBieHo cioso «CIPLA», Ha
APYTOH - TUHHUS Pa3noma.

2 Identification / ITognuaHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercrByer OkpanrgpaHue aMMHAYHOTO PACTBOPA B KpACHLIl
AHTPaxHHOHOBBIE TTTHKO3HIbI b
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorBercrByeTr chromatogram of the sample solution should
MeTtunnaparugpokcubeH30atT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
YIePKUBAHHS OCHOBHOTO ITHKA HA XPOMATOPAMME
HCIBITYEMOIO PacTBOPA JOJIKHO COOTBETCTBOBATE
BPEMEHHU yZIep)KHBAHUA OCHOBHOTO MMHKA HA
XpPOMaTOrpaMme CTaHAAPTHOrO PacTBopa
MeTHmaparuapokcubensoara (pasmen
«Metunmnaparuapoxcubensoar).

3 | Average weight / Cpennsis
Macca

191.25mg / 191,25mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootBeTCcTBYET TpebosaHusam HJ

Conclusion : APPROVED /
3aknrouenune: OOQOBPEHO

Checked by QC In-Charge / 9_:;6 s

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT onobper OOK:

B

Date /

fara; © TtV Y

Date /

Nata: 0g < \\ - 2o2Y
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A
: ' Page2 of4/Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

. |Batch No / Cepust Ne: 484122 Batch Quantity / O6bem cepun:  5848packs / ynakoBok

AR No / AnamuTugeckuii orger Ne : ARF/210/2024 | Date of Analysis / lara amamaza:  07.11.2024

Date of Mfg / lara npomssoacrea:  10/2024 Date of Expiry / I'ogen no: 09/2027

Analysis performed according ND / Anayms niposenén mo HJL: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl Specification / Hopma

Test / [lokazaTens

4 | Uniformity of weight / Complies / CootBercTByeT 18/20 tablets NMT = 7.5 %/ 18/20 ne Gonee = 7.5

OnHOpOgHOCT 10 Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He Goxnee 6,0 %
Macce TIPH BBICYLIHBAHHH
6 | Dissolution/ 78-94% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennoszunos uepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <LI.
OnHOPOOHOCTS IO3UPOBAHHS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230
AV <LI1. All values of xi must satisfy the
inequality:

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

L1=150;L2=25.0.

[Mokasarens npuemiaemoctd amt n=10 AV < L1

B cnyuae, ecnu 3Hauenue AV npesenuaer L1,
NPOBOAAT HCTBITAHKE Ha crenyomux 20 obpasmax.
Jins n=30 AV <L1. Bce 3na4eHus Xi 10/DKHBI
yIOBIETBOPATE HEPABEHCTBY:!

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

L1=15,0; L2 =25.0.

8 | Assay (Spectrophotometry) ' From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konu4ecTBeHHOE ONpeaeneHne 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /

(CniexrpodoTomeTphs) Ot 12,15 10 15,53 wmr (o1 90,0 mo 115,0 %)
14,02Mmr/Ta6 CEeHHO3HJIOB B epecuere Ha ceHHO3ua B B onHOIA
Tabnerke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cooteetcTeyeT Tpebosanuam H | 3akntouenune: OAOBPEHO
Checked by QC In-Charge / ic,r Approved by QA In-Charge /
[okymeHT nposepeH OKK: ' JokymenT ogobper OOK: W
Date / 2. Date /

B e o ) N5
[ata: i H Harta: i
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®HUKAT AHAJTM3A
PageJof4/Crp. I n3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 484122 Batch Quantity / Oobem cepun:  5848packs / ynakoBok

AR No / Ananarigecknil oraer Ne : ARF/210/2024|Date of Analysis / Jiara amammza: 07.11.2024

Date of Mfeg / lara npoussoacrsa:  10/2024 Date of Expiry / 'ogen mo: 09/2027

Analysis performed according ND / Anaymas nposeaén no H/I: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TX N013745/01-180522, siam. Ne 1 ov 69.07.2024

Ne ' Result / PesyanTaThi Specification / Hopma

Test / oka3zarennb

9 . | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxxanue )
MeTHIIaparuapokcuben3oaTa 0,039Mr/1ab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Muxpo0uosoruieckas 1HcToTa

10a) | Total Aerobic microbial count /
Ob1ee yncio aspobHbIX 40 Not more than 10* cfu/ g / He Gonee 10* /r

MHKpPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10 /r
count / OBuiee wmcno <10
IUIECHEBBIX M JIPOOKEBBIX
rpubos

»

10¢) | Bile tolerant gram-negative Absent /OTCcyTCTBYIOT Not more than 10” / g / He Gozee 10° /r
bacteria/ Ycroiiuuseie K
JEHCTBHIO XKeI4H
rpaMoTpuULATENbHbIE OaKTepUU

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcTBue B 1 ¢
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcrBue B 1 1
109 | Salmonella Absent / OrcyreTByroT ‘Absent in 10 g / Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Mpumeyanue: MNpoaykT cooTBeTcTBYeT TpeboBanuam HI | 3axntouenune: OOQOEPEHO

Checked by QC In-Charge / %b/o Approved by QA In-Charge /

HokymeHT nposepeH OKK: ' HokymeHT ogobper OOK: %
Date/ . (1-2024 Date / 08 <\)-2024

[aTta: [arta:
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJIETKM 13,5 mr

.|Batch No / Cepunt Ne: 484122

Batch Quantity / Oonem cepum:

5848packs / ymakosox

AR No / Ananaruyecknii orger Ne: ARF/210/2024

Date of Analysis / lata anannza: 07.11.2024

Date of Mfg / Jlara nponssoacrea:  10/2024

Date of Expiry / I'ogen po:

09/2027

Analysis performed according ND / Ananus nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / f1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne

Test / IToka3zarenn

Result / PesyabTars!

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

Baucrep U3 MIEHKH
MOMHBHHITXJIOPHIHOM
(nonusTHIEHOBOM/

T10 IPHMEHEHHIO.

Package / Ynakoeka - 20 tablets

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

TTOIMBHHIIAEHXTOPHAHOM) 1
amMOMUHUEBOH (OIbrH,
BrMCTePOB B KAPTOHHYIO MAUKy
C BJIOJKEHHEM 25 HHCTPYKLUH

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. / ITo 20
TabneTok B OnucTep M3 TUIEHKH TPeXCoiHOM
(IIBX/TI2/TIBJAX) u amomuuuesoii gomery, Ilo 2
wiH 3 GnmcTepa BMECTe C HHCTPYKLHEH 10
NPHMEHEHHIO B KapTOHHYIO ma4ky, ITo 20 tabnertok
B OnucTep M3 MUIEHKH MOTMBHHUIXJIOPHIHOI
(MOAMATUIEHOBOH / TIONMBHUHIIIAEHXIOPHIHOM)
AMOMHUHUEBOH pombry, no 25 GaucTepos B
KapTOHHYIQ, TA4Ky C BJIOYKEHHEM 25 HHCTPYKLHI MO
MPHMEHEHHIO.

no 25

12 Labeling / Mapxuposxka According to ND /
B coorsercreun ¢ HI]
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temiieparype He
XpaHeHHs BbIe 25 °C.
14 Shelf life / Cpok rognoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanune: MNpogykT cooTeeTcTeyeT TpebosanHuam H/

Conclusion : APPROVED /
3aknwuenune: OQOBEPEHO

Checked by QC In-Charge / &y

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
[HokymeHT onobpen OOK:

B

Date /

e Qe Y

Date /

flara: 081\ . 2024
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