Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJIU3A

Page ]l of4/Crp. 1 134

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482062

Batch Quantity / Oonem cepun:  5852packs / ynakosox

AR No / Asammaragecikmii orger Ne : ARF/123/2022|Date of Analysis / lata anammza:  27.05.2022

Date of Mfg / Jlara npoussoxcrea:  05/2022 Date of Expiry / 'ogen go: 04/2025

Analysis performed according ND / Anaymus nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloxazarens

Result / PesynsTaTh! Specification / Hopma

1 | Description / Onucanue Complies / CooTsercTRyer 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. / [Lnockue kpyrisie TabneTku co
CKOIHEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO IiBeTa ¢ Bkparesusamu. Ha onnoi
cropone Tabnerkn BoigasneHo cnoso «CIPLA», va
JAPYroi = jlIiHHA Pa3ioMa.

2 | Identification / TToATMHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTByeT OxpainnBaHHe aMMHAYHOIO DPACTBOPA B KPACHBII
AHTPaxXWUHOHOBbLIE MTHKOZHUBI R
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ ' CoorsercTBYET chromatogram of the sample solution should
MertunnaparuapokcudeH3oar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHS OCHOBHOIO MUKA HA XPOMATOrpaMMe
HCIIBITYEMOTO PACTBOPA [0JKHO COOTBETCTBOBATh
BPEMEHH yIepKHBaHA OCHOBHOTO MHKA Ha
XpOMATOrpaMMe CTAHAAPTHOTO PacTBOpa
meTunnaparaapokcubensoara (pasmgen
«Merunnaparuapoxkcubensoar).

3 | Average weight / Cpennss
macca

187.92mg / 187,92mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanume: MpoaykT cootsetcTayeT TpebosaHuam H1 | 3aknovyenme: OQOBPEHO

Checked by QC En—Charged'"“?\

Approved by QA In-Charge / %
Hokymert nposeper OKK: L) elae HokymenT ogobpen OOK:
Date/ o 7.05.202.2 Date / 27.05. 2022
Nata: Nara:
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Product: SENADE TABLETS 13,5 mg

poayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482062

Batch Quantity / O6bem cepum:

5852packs / ynakosox

AR No / Ananaragecknii orger Ne: ARF/123/2022|Date of Analysis / /lata ananmza: 27.05.2022

05/2022

Date of Mfe / Jlara npon3sojicrea:

Date of Expiry / 'onen no:

04/2025

Analysis performed according ND / Ana;ms npoeenén mo HJ/I: T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / [lokazaTens

No Resuit / PesyanTarst

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOMHOCTH MO Macce

Complies / CooTsercTyeT

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

OnHOpOAHOCTL NO3UPOBAHUA

5 | Loss on drying / IToreps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BLICYIIUBAHHHT
6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV =50 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: )

[M-xi] < 0,01 x L2 x M.

L1=15.0,L2=250.

Tlokasarens npuemnemoctd s n=10 AV <L1.

B cnyuae, ecnu 3navenne AV npessimaer L1,
NPOBOJSAT MCIbITAHKE Ha cnedyomux 20 obpasiax.
Hns n=30 AV <L1. Bce 3Hauenns Xi JOIKHbI
YJIOBJIETBOPSATH HEPABEHCTBY!

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

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

8 . | Assay (Spectrophotometry)
Konuyecreennoe OIIpEOCIICHHUE

(CriextpodoTomeTpHs)

14.01 mg/tab /

14,01 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 o 15,53 mr (ot 90,0 1o 115,0 %)
CEHHO3MZIOR B EPECYeTe Ha CeHHO3u B B ofHOiT
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: [Npoaykr cooTeeTcTBYET TpebosaHuam H/1

Conclusion : APPROVED /
3aknouenune: OJJOBPEHO

Checked by QC In-Charge / ——. _
[oxymenT nposepeH OKK: %g Ll cee

Approved by QA In-Charge /
LOokymenT ogobper OOK:

B

Date /

T 9. 6% vy

Date /

P T 05 RO
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482062 Batch Quantity / O6bem cepun:  5852packs / ynakoBok
AR No / Amammarageckuii order Ne : ARF/123/2022|Date of Analysis / lara amamaza: 27.05.2022
Date of Mfg / Jlara npomssoxcrea:  05/2022 Date of Expiry / I'oaen jo: 04/2025

Analysis performed according ND / Ananmus nposenén mo H/L: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / Pesyasrars:

Test / [Toka3arenn

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
METH/IMaparuapoKkcHOeH30aTa

(BDXX)

0.045 mg/tab

0,045 mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruueckas 4ucrora

10a) | Total Aerobic microbial count /
O6u1ee 4UCRO a%poBHBX. - . | o . 20 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPTaHU3MOB .
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10 /r
count / Obmee uncno <10 -
TUIECHEBBIX M IPOMCOKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ YcroiiauBbie K
NEHCTBHIO XKETIH
rpaMOTpHIATENbHBIE DaKTEepHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYOT Absentin 1 g/ Orcyrcreue B 1 1T
10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 1
109 | Salmonella Absent / OrcyrerByror Absent in 10 g /Orcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTeercTyeT Tpebosanusm H

3axkmoyenue: O0OBPEHO

Checked by QC In-Charge {"7
JokymeHT nposepeH OKK: 1 aue

Approved by QA In-Charge /
HokymeHT ogobper OOK:

FHE

Date / 2_*? g ?012
[ara:

Date /

Hara: #=L <O
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKMH 13,5 mr

Batch No / Cepusi Ne : 482062

Batch Quantity / O6wem cepun:

5852packs / ymaxoBok

AR No / Amanarugecknii oraer Ne : ARF/123/2022|Date of Analysis / Jlata amammsza:  27.05.2022

Date of Mfg / lara nponssoacrea:  05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Anamu3s nposenén mo H/L: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Hokazarenn

Ne Result / PesynbTaTs:

Specification / Hopma

11 | Package / Ynakopka
in a blister made of

GmHCTEp M3 MIEHKH

(monuaTHIEHOBOH/

IO IIPHMEHEHHIO.

Package / Ymakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 Tabnerox B

IIOJIPIBHHHJ'IX.IIOpH}IHOI‘;I

MOTHBHHUIAEHXJIOPHIHOM) 1
FOMHHHEBOH (POJIBrH, 110 25
GMHCTEPOB B KAPTOHHYIO MAYKy
€ BJIOJKEHHEM 25 HHCTPYKUHI

Package / YnakoBxka - 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
TabneTox B OIHCTEP W3 IUIEHKH TPEXCIOHHOM
(IIBX/TIS/MTIBAX) u amomuaueBoii donsry. Tlo 2
winH 3 GiMcTepa BMecTe ¢ HHCTPYKLUHeid o
NPHUMEHEHHIO B KAPTOHHYIO nauky. [To 20 tabnerox
B OHCTEp M3 MIEHKH IIOJIHBHHIITXJIOPHIHOI
(MoNMMITHNEHOBO# / MOMHMBHHUIIEHXIOPHIHOI) 1
aNFOMHHHEBOH (GoJbrH, no 25 GnucTepos B
KapTOHHYIO Ma4yKy ¢ BIOXEHHEM 25 HHCTpyKumit no
NPUMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /

B cooteercreum ¢ H]J

13 Storage conditions / Ycnosus

‘XpaHeHHs Bomre 25 °C.

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

14 Shelf life / Cpox roaHocti 3 years/ 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTCcTyeT TpebosaHuam H/J

‘Conclusion : APPROVED /

3aknrouenue: O0OBEPEHO

Checked by QC In-Charge { )\
[lokyMeHT nposepeH OKK: \]3 O

Approved by QA In-Charge / >
NokymeHT oao6per OOK: %

Date /

e 2 -082022 =
Ta.

Date /

2.7 - OS5 .02
Hara:
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