CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Cipia

Pagelof 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepns Ne: 485016

Batch Quantity / O6bem cepuu:

5842packs / ynaxopox

|AR No / Anannriyeckuii oruer Ne : ARF/027/2025|Date of Analysis / lara anannza: 27.01.2025

Date of Mfg / lata npoussoacrea:  01/2025

Date of Expiry / 'ogen no:

12/2027

Analysis performed according ND / Anaan3s nposeaén no HJI: IT1 N013745/61-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyasraTni

Test / IToxaszarens

Specification / Hopma

1 | Description / Onucanue

Complies / CooTtBeTcTBYET

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. / [Tnockue Kpyrnsle TadneTku co
CKOIIEHHBIMH KpasMH OT KOPUYHEBOTO JI0 TEMHO-
KOPHYHEBOIO LBETA C BKpannennsmMu, Ha onnoii
cropone TabneTkH BeaasaeHo cnoso «CIPLAY, Ha
NPYroi - IMHKUA pasznoma.

ro

Identification / ITognuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootserctsyer Oxpaiwngaine aMMHayHOTO PAacTBOpa B KpacHblit
AHTanHHOHOBbIE TJIMKO3KWAb] LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CootBetcTByeT chromatogram of the sample solution should
Merunnaparuapokcubessoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPKHBAHH: OCHOBHOTO MHKA HA XPOMAaTOrpamMme
MCIBITYEMOTO PacTBOPa AOMKHO COOTBETCTBOBATE
BPEMEHH YAEPKHUBAHHA OCHOBHOTO ITHKA Ha
XpOMaTorpamMme CTaHJapTHOTO PacTBOpa
MeTHAnaparuapokcndensoara (pasaen
«MeTunnaparuapoxcubensoar).

[9%]

Average weight / Cpeanssa
macca

190.12mg / 190,12mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootseTcTBYET TpeBGosaHusm H/

Conclusion : APPROVED /
3aknwyenue: OO0OBPEHO

Checked by QC In-Charge / —=-£/t—ﬁ

HokymeHT nposepeH OKK:

Approved by QA In-Charge /

A5
LokymerT ogoBper QOK: %i/

Date /

fara: 21 10> <

Date /

[Jara: 2%10l. 2025
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Cipla

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485016

Batch Quantity / O0pem cepnn:

5842packs / ynaxkosok

AR No / AnannTnuecknii oryer Ne : ARF/027/2025|Date of Analysis / laTa ananuza: 27.01.2025

Date of Mfg / lata npoussoacrsa:  01/2025

Date of Expiry / I'ogen go:

12/2027

Analysis performed according ND / Ananun3 nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
@ 1 ot 09.07.2024

09.07.2024 / TI N013745/01-180522, n3m.

Ne Result / PesyabTaTsl

Test / [loxkazarenn

Specification / Hopma

4 | Uniformity of weight /
OOHOPOAHOCTH MO Macce

Complies / CooTBeTCTBYET

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

5 | Loss ondrying / [ToTeps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce NPH BLICYIHBAHHH
6 | Dissolution / 79-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTropenne He menee 70 % (Q) cenHo3unos wepes 120 MuH
7 | Uniformity of Dosage units / AV =35.6 The acceptability index forn=10 AV <LI.

OIHOPOAHOCTh JO3MPOBAHMS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV < LI1. All values of xi must satisfy the
inequality:

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

EI=15.0;L2=250:

[Toxaszatens npuemaemocty Anan=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npesbiiaer L1,
NPOBOIAT MCIIBITAHUE Ha cneayrowmx 20 obpasuax.
Ita n=30 AV < L1. Bce 3Hau€HUSA Xi NOHKHBI
YAOBNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBenHoe onpeaeneHue
(Cnextpodoromerpus)

13.91mg/tab /

13,9 1mr/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 1o 15,53 mr (o1 90,0 1o 115,0 %)
CEeHHO3H/0B B TlepecueTe Ha CEHHO3MA B B oxHOl

TabneTke. J

Remarks.: The Product conforms to ND/
Mpumeuanue: MNMpoaykT cooteeTcTBYeT TpebosaHuam HO

Conclusion : APPROVED /
3axknroyeHue: O0OBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: “""’ﬁ/w

Approved by QA In-Charge /
JokymeHT ogobper OOK:

%}F"j{
Y

Date /

fara: 2T.ol. o2k

Date / 280\ 002

[arta:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

LY

Page 3 df 4/Crp.3nz 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 Mr

Batch No / Cepust Ne.: 485016 Batch Quantity / O6bem cepun:  5842packs / ynakosok

AR No / Anagurnuecknii oruer Ne : ARF/027/2025|Date of Analysis / lara anannza: 27.01.2025

Date of Mfe / Jlata npoussoacrea: _ 01/2025 Date of Expiry /T'onen no: 12/2027

Analysis performed according ND / Ananns nposeaén no HII: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3ynbTaThbl Specification / Hopma

Test / Hoxazarenn

9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Coaepaxanue
Memnnaparu,upoxcn6emoa1‘a - 0,045M1‘/Taﬁ
(BIIKX)

10 | MICROBIAL LIMIT TEST/ Mukpofduonoryueckas yucToTa

10a) | Total Aerobic microbial count / 10
O0uee YyMcno a3poOHbIX Not more than 10* cfu/ g / He Gonee 10* /r
MMKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 107 /r
count / O0wiee guco <10
TIIECHEBBIX H JIPOJKIKEBbIX i
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g/ He Gonee 107 /r
bacteria/ YcToliuusbie K v
AefiCTBHIO KETUH
rpamMoTpULaTeNbHbIe OaKTepHu

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin I g/ OrcyrctBue B | T

10¢) | Escherichia coli Absent /OrcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 r

101 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcytctBne B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MpoaykT cootasetcTayeT TpebosaHusam HI | 3aknwovenune: ONOBPEHO

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

[okymeHT nposepeH OKK: "—“'f)/ Ao OokymeHT ogobper OOK: @;‘/ﬁ'{/

Date / - Date / _

[ara: 2 T7-ollrozd Jara: 2F0 YV 2ozs
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Cipla

-

Paged4of4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun No :

485016

Batch Quantity / O6nem cepun:

5842packs / ynakopox

AR No / Auanuruuecicnii oruer Ne : ARF/027/2025

Date of Analysis / ara anannza: 27.01.2025

Date of Mfg / lata npon3sojcTsa:

01/2025

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Ananu3 nposeaén no HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PeaynbTath! Specification / Hopma
Test / HokasaTeas

11 | Package / YnakoBka Package / Ynaxoexa - 20 tablets Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in [/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 TabneTox B 25 patient information leaflets in a carton. / ITo 20
OucTep M3 MIEHKH TabneToK B OnucTep M3 TNIEHKH TPEXCIOHOM!
NONMBUHMIXAOPUAHOH (MBX/AT/MBJX) u anomunuenoii Gonbru. ITo 2
(monmuaTHIEHOBOMH/ win 3 6aMcTepa BMeCTe ¢ HHCTpYKLMeit mo
MOJIMBUHMTHICHXTOPHIHOM) M | IPHMEHEHHIO B KapTOHHYIO mauky. [1o 20 TabneTtok
anmoMuHUEBOI ponbry, no 25 B OMCTep M3 IUIEHKH MOJMBHHUIXIOPUAHOM
OIHMCTEPOB B KAPTOHHYIO Mavuky |(MOMHITUICHOBOLH / MONUBHHUIHAECHXIOPHAHOM) 1
C BIOKEHHEM 25 HHCTPYKLHL amoMHuHAEBOI (onbru, no 25 GIUCTEPOB B
110 TIPHMEHEHHIO. KapTOHHYIO MauKy C BIOKEHHEM 25 MHCTPYKLUUH 1o

NpPHMeHEeHHI0.

12 Labeling / MapkupoBka According to ND /
B coorseTcTBH ¢ H]J

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMneparype He

XpaHeHHA Boiute 25 °C.
14 Shelf life / Cpok roxHocTH 3'years/ 3 roga

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cootsercTeyeT Tpebosanuam HA

Conclusion :: APPROVED /
3aknrovyeHue: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposeper OKK: éf_ﬁﬁp [okymeHT ogoBpeH OOK: y“'
Date / Date /

“T1. : o~ e O lS—
[ara: 2T Ot B gt Lara: 2=2 s
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