Cipla

N CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJI3A

Page1 of4/Cip.1n34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484167

Batch Quantity / O6bem eepus: S844packs/ ynakonom

AR No / Auaantnuecknii oryer Ne : ARF/269/2024

Date of Analysis / lara anamuza:  30.12.2024

Date of Mfe / Iata npoussoncrsa:  12/2024

Date of Expiry / I'onen no: 11/2027

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/61-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTathi - Specification / Hopma

Test / [Moxazatens

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. / [Tnockue Kpyrasie TaGIeTK O
CKOLIEHHBIMH KpasMH OT KOPHYHEBOTO [0 TEMHO-
KOpPU4HEBOrO 1IBeTa ¢ BKparwieEnsaMu. Ha oxxoit
cTOpoHe TabneTkH BoLAaBneHo cioBo «CIPLA», Ha
OpyToif - NHHUSA paznoMa.

2 Identification / ITonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtBeTcTBYET OxpainupaHue aMMHAYHOTO pacTBOpa B KpPacHBIH
AHTPaxXMHOHOBEIE TITHKO3HIBI o i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTBYET chromatogram of the sample solution should

Metunnaparuapokcudbensoat
(B2XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHUBAHUA OCHOBHOTO IMHKa HA XPOMAaTOrpamMme
HCIBITYEMOI'O pacTBOpPa NOJIMKHO COOTBETCTBOBATH
BPEMEHH YICPKUBAaHUSA OCHOBHOIO IMHKa Ha
XpOMaTorpamMMe CTaHAapPTHOTO PacTBOpa
MeTunnaparuapoxkcudensoata (paznen
«Metunnaparnapokcuben3oar).

(95]

mMacca

Average weight / CpenHss 192.46mg / 192,46Mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyvanue: MNpoaykr cooteerctayeT Tpebosanusm HI | 3aknrouyeHue: OOOBPEHO

Checked by QC In-Charge / ”’lV R
JokymeHT nposepeH OKK: =

Approved by QA In-Charge / _, _ .
HokymeHT ogobper OOK: (@_/—\:‘f ‘
.f-”

Date /
NaTa:

2012 Loz

Date /
[aTta:

f;c e 2—12_;\_
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Cipla

% CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJTH3IA

Page2 of 4 /Crtp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun No: 484167

Batch Quantity / O6bem cepun:

5844packs / ynakoBok

AR No / Asanutnuecknii oruer Ne : ARF/269/2024|Date of Analysis / {ata anammsa:  30.12.2024

Date of Mfo / Jlata npoussoncrna:  12/2024

Date of Expiry / T'oges no:

1172027

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

Test / [TokazaTenn

Ne Result / Pe3ynbTaThl

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCTE MO Macce

Complies / CooTseTcTBYyET

18/20 tablets NMT + 7.5 % / 18/20 ne G6onee = 7,5
%
2/20 tablets NMT =15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToteps B 1.6%

Macce MPH BBICYIIHBAHUH

NMT 6.0 % / He Gonee 6,0 %

6 Dissolution / 78-86%

PactBopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoznmos uepes 120 Mux

7 | Uniformity of Dosage units / AV=58

OIHOPOIHOCTE JO3UPOBAHHS

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
=30

AV < L1. All values of xi must satisfy the
inequality:

[M=xi| < 0,07 x L2 x M.

L1 = 15.0; L2=25.0:

[Mokazarens npuemnemocts ans n=10 AV <L1.

B cny4gae, ecnu 3HaueHne AV mpessimaet L1,
MPOBOIAT MCTBITaHHE Ha cnexyromux 20 o6pasuax.
Ilma n=30 AV < L1. Bce 3HaueHud Xi AOMACHE
YIOBIETBOPATh HEPABEHCTRY

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

L1=150; L.2=250.

8 | Assay (Spectrophotometry)
KomriecTBeHHOE OMNpe/ENeHNE
(CniextpodoTomMeTpus)

14.02mg/tab /

14,02mr/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 oo 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3H/IOB B NEpecyeTe Ha CeHHO3H B B oaHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTyeT Tpebosanuam HI

Conclusion : APPROVED /
3akntoveHue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge/ 9

2 Ao . .
[okymeHT nposepeH OKK: it/ [okymeHT ogobpen OOK: %ﬂ}i‘f_ )
Date / i
E::_ea:/ g S 1L rory ﬂ:‘trea: 3012290
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®HUKAT AHAJTA3A
5 Page 3 of 4/ Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No/ Cepua Ne: 484167

Batch Quantity / O6nem cepun:  5844packs / ynaxosok

AR No / Ananutnueckuii oruer No : ARF/269/2024 | Date of Analysis / lata anannza: 30.12.2024

Date of Mfg / lata nponssoacrsa:

12/2024 Date of Expiry / I'ogen go: 11/2027

Analysis performed according ND / Ananuz nposenén mo H: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 or 09.07.2024

Ne Result / PesynbraTei Specification / Hopma
Test / ITokazaTenb
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Conepskanue
MeTHIInaparupokcudensoara 0.045mr/ta6
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpo6ronoruueckas 4dcToTa

10a) | Total Aerobic microbial count / 20
O6mee 4neno aspobHEIX Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Goxnee 10° /r
count / Ofee yueao <10
TUIECHEBBIX H OPOAGKEBBIX ~
rpudoB *

10¢) | Bile tolerant gram-negative Absent /OTtcyTeTBYIOT Not more than 10°/ g / He Gonee 10% /r
bacteria/ Ycroitausbie k
JNEeHCTBHIO JKeJTYH
rpaMoTpULaTeIbHbIe GakTepHu

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin I g/ OrcyrctBue B 1 r

10¢) | Escherichia coli Absent /OTcyTeTByIOT Absentin I g/ OrcyrcTBue B I r

100) | Salmonella Absent/ OtcytetBylor - | Absentin 10 g / OtcyretBue B 10 g

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

Mpumeyanue: Mpoaykr cooteetcTayeT TpebosaHuam HL | 3akntoyenue: ONOBPEHO

Checked by QC In-Charggl aﬁw Approved by QA In-Chargel ;’Q’-ﬁ' yeap
HokymeHT nposepeH OKK: HokxymeHT onobper OOK: e
Date / B e Date / .

fara: %° ‘27T Oara: ki |
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIA3A

-

Paged4 of 4 /Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepusn No: 484167

Batch Quantity / O6bem cepun:

5844packs / ynakosox

AR No / Amaautudeckuii oruer Ne : ARF/269/2024|Date of Analysis / lara anammsa:  30.12.2024

Date of Mfe / lata nponsBoncrBa:  12/2024

Date of Expiry / T'cen go:

11/2027

Analysis performed according ND / Ananns nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl

Test / [ToxazaTens

Specification / Hopma

11 | Package / Yniakorka
in a blister made of

fmiacTep U3 MICHKA

(MOMHITHIEHOBOH/

o MpUMEHEHHIO.

Package / VmaxoBka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 TabseTok B

TIONUBHHHIIXJIOPUIHOM

MOJTHBHHUANICHXIOPHAHOH) H
amoMHHHeBOH Qoabry, mo 25
61MCTEPOB B KAPTOHHYIO NAYKY
C BJIOJKEHHEM 25 HHCTPYKIUH

Package / Vnaxoka - 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 OAMCTEp U3 IUIEHKH TPEXCIOHHON
(IIBX/MIS/MIBIX) u amoMuaueBoi domsra. o 2
umH 3 6aKcTepa BMECTe € HHCTPYKIHEeH mo
MPUMEHEHHIO B KapTOHHYI0 nauky. [To 20 rabnetox
B SHHCTep M3 TUICHKH HOHHBHHHHXHOPHI[H()ﬁ
(MoNMITHAEHOBO / NONHBUHHIMACHXTOPHAHOH) U
anmoMuHueBo# Gonsru, no 25 Gauctepor B
KapTOHHYIO MAYKY C BIOKSHHEM 25 HHCTPYKLUHI 110
[pUMEHEHHIO. *

12 Labeling / MapxupoBxa According to ND /

B cootBercTRum ¢ HJJ

13 Storage conditions / YcioBus

XpaHeHHus B 25 °C.

In a dry place, at temperature below 25 °C./ B cyxoM MecTe npH TemepaTtype He

14 Shelf life / Cpok roanocTi 3 years/3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooTseTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akntwouenue: O0OBPEHO

Checked by QC In-Charge / _7;7(3 e
[okymeHT nposepeH OKK: =

Approved by QA In-Charge /
OokymeHT ogoBpeH OOK: }/jjuﬁ,\s ap

—

Date /

Lara: & ST Nty

Date /

[Oara: i3 B LR
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