CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Cipia

Page 1 of4/Crp. 1m3 4 |‘

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

Batch No / Cepust Ne: 485003 Batch Quantity / O0nem cepun:  5848packs / ynakosok

AR No / Ananurnuecknii oruer Ne : ARF/012/2025 | Date of Analysis / Jara anaansa: 15.01.2025

Date of Mfg / lata npouszsoacrea: _ 01/2025 Date of Expiry / T'oaen fo: 12/2027 1

Analysis performed according ND / Anann3 nposenén no HJ: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Ne

Result / PesyabTaTsl

Specification / Hopma

Test / TloxazaTelin

1 Description / Onucanue

Complies / CooTBeTcTBYET

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 kpyriibie TabneTkH cO
CKOLIEHHBIMH KPasMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BKparuieHussmMH. Ha onnoit
cropoHe Tabnetku BulasneHo cnoso «CIPLA», Ha
JPYTOH - IHHKS pasioMa.

2 ldentification / TTog1HHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpauwBaHie aMMHAYHOTO pacTBOpa B KpacHbIi
AHTPaxHHOHOBBIE MIMKO3H/Ib] .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
Merunnaparaapokcubensoar ' corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
VIAEPIKUBAHHST OCHOBHOTO MTHKA HA XPOMAaTOTpaMMe
HCIBITYEMOro PacTBoOpa LOMKHO COOTBETCTBOBATh
BPEMEHH YACPIKHBAHHS OCHOBHOTO MHMKa Ha
XpoMaTorpaMme CTaHAapTHOro pacTeopa
MeTHinaparuapokcubensoata (pasnen
«MetunnaparuapoxcnbeH3oar).

Average weight / Cpennnsa
macca

)

190.11mg / 190,11mr

189.99 mg £7.5%/ 189,99 mr £7,5%

Remarks ; The Product conforms to ND/
NMpumeyanue: Mpoaykr cootsetcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akntoyenue: ONOBPEHO

Checked by QC In-Charge / \
NokymeHT nposepeH OKK: (\},

Approved by QA In-Charge /
HoxkymeHT opobper OOK:

Date! < =
500N,
[lata: V.00, LeS

Date /

[lara: \g sV LS
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHANE", TABJETKH 13,5 mr

Bateli No / Cepus Ne: 485003 Batch Quantity / O6bem cepun:  5848packs / ynaxosok
AR No / Anaaurnyeckuii oruer Ne : ARF/012/2025|Date of Analysis / lara anaaunsza: 15.01.2025
Date of Mfg / ata nponssoacrea:  01/2025 Date of Expiry /T'ogen no: 12/2027

Analysis performed according ND / Auanus nposesén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usm. Ne 1 ot 09.07.2024

No

Test / IlokazaTennb

Result / PesyanTaTe:

Specification / Hopma

Uniformity of weight /
OnHopoJHOCTS MO Macce

Complies / CootBeTcTBYET

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

Loss on drying / [Toteps B 2.1%

Macce npH BbICYLIMBAHUH

NMT 6.0 % / He Gonee 6,0 %

Dissolution / 78-86%

Pacrsopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoznmos yepes 120 mun

Uniformity of Dosage units / AV =356

OnHOPOIHOCThL NO3UPOBAHUS

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| <001 x L2 x M.

L1=15.0;L2=25.0.

[Moka3zatens npuemnemocTu A1 n=10 AV < L.

B cnyuae, ecnu 3Hauenue AV npeébrmae'r L1,
MPOBOIAT UCMIBITAHUE HA cnenyromnx 20 obpasuax.
Jnan=30 AV < LI. Bce 3Ha4eH"s Xi DOMKHbBI
YAOBJIETBOPATH HEPABEHCTRY:

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

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

Assay (Spectrophotometry)
KonnuecTeeHHOE onpenencuue
(CnextpodoromeTpus)

13.89mg/tab /

13,89Mr/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 no 115,0 %)
CCHHO3M/IOB B Mepecuere Ha CeHHO3MA B B oaHoil
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTyeT TpebosaHuam HI

Conclusion : APPROVED /
3akniovyeHue: OOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepex OKK: @ HokymeHT oao6pex OOK: %7}\/“
Date / — = ' Date /
Jara: \S.0\ 2008 Nara: \S-0y.2025
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIHM3A

Page 3 of4/Crp.3 u3 4

Product: éENADE TABLETS 13,5 mg

Ilpoayxr: CEHAIE", TABJIETKH 13,5 mr

Batchi No / Cepusi Ne ¢ 485003 Batch Quantity / Oobem cepun:  5848packs / ynakosor
AR No / Ananurnyecknii oruer Ne : ARF/012/2025|Date of Analysis / Tara apanusza: 15.01.2025
Date of Mfo / Jlata npouzsoacTa:  01/2025 Date of Expiry / T'onen go: 12/2027

Analysis performed according ND / Ananu3 nposeaén mo HJI: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / TlokazaTens

Result / Pe3ysinraTs!

Specification / Hopma

Content of Methyl
parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHMaparuapokcubensoara
(BOXX)

0.039mg/tab

0,039mr/1ab

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

10

MICROBIAL LIMIT TEST/ Muxk

poOHONIOrHIeCKas YHCTOTA

10 a)

Total Aerobic microbial count /
O61mee yuco adpoOHbIX
MMKPOOPTaHH3MOB

50

Not more than 10* cfu/ g / He Gonee 10° /r

10b)

Total combined yeast and mould
count / Odmmee 9ucIo
JIECHEBBIX M IPOJKEBBIX
rpudoB

<10

Not more than 10” cfu/ g /He Gonee 10 /r

~

ide)

Bile tolerant gram-negative
bacteria/ YcToituussie K
IeHCTBUIO Keyu
rpaMoTpHUaTeNbHEIe DaKTepuu

Absent /OTCyTCTBYIOT

Not more than 10” / g / He Gomee 107 /r

10d)

Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin | g/ OtcyrctBue B 1 1

10e)

Escherichia coli

Absent /OTcyTcTRYIOT

Absentin 1 g/ Otcyrcteue B 1 1

10 )

Salmonella

Absent / OTcyTCcTBYIOT

Absentin 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpogyxT cooTeeTcTayeT TpebosaHuam HJ

Conclusion : APPROVED /
3akniwoyenue: OOBPEHO

Checked by QC In-Charge /
LokymeHT npoBepeH OKK:

e

Approved by QA In-Charge /
[okymeHT opobpen OOK:

Date /
[ara:

\S.o\.2ws

Date /
HaTta:

|S 012025

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIN3A

Page40f4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / lata nponssojcrsa:

Batch No / Cepusi Ne 1 485003 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Anaaurnuecknii orger Ne : ARF/012/2025 | Date of Analysis / ara ananusza:  15.01.2025
01/2025 Date of Expiry / I'oaen fo: 12/2027

Analysis performed according ND / Auanus nposeaén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, nam. Ne 1 or 09.07.2024

Test / Toka3zaTenn

Ne Result / PesyabTaTs!

Specification / Hopma

11 | Package / Ynakosxa
in a blister made of

OyucTep M3 MIEHKH
MMOJTHBHHHIIXITOPHIHOMH
(monuaTHNEHOBOI/

M0 NPpUMECHEHHIO.

Package / Ynaxosxa - 20 tablets

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

MOJAUBHHUIHASHXIOPHAHOM) U
AMOMUHHEBOH (DOBIH,
61ucTEPOB B KAPTOHHYIO IMAYKY
C BIIOWEHHEM 25 MHCTPYKIMi

Package / Ynakoeka - 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 OMCTEP M3 TIEHKH TPEXCI0iHOMH
(MIBX/AT2/MIBAX) u amomuameBoi (oasru. ITo 2
w3 6Mcrepa BMeCTe ¢ MHCTPYKIHei 1o
NPUMEHEHHIO B KapTOHHYO na4vky. ITo 20 rabnerok
B OIMCTep U3 TUIEHKY MOMMBHHIUIXITOPHIHOIM
(moM3THIEHOBOI / TOTMBUHWINAESHXIOPUIHOH) H
amoMHHUEBOH (osbry, mo 25 6aHcTepoB B
KapTOHHYI0 MavKy C BIOKEHHEM 25 HHCTPYKLHMI o
MPHMEHEHHIO,

no 25

-

12 Labeling / MapkupoBxa According to ND /

B cooteerctum ¢ HJJ

18 Storage conditions / Ycnonus

XpaHeHHs Boime 25 °C.

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

14 | Shelf life / Cpok rogHocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyvanwue: MNpoaykr cooTseTcTeyeT TpebosanHnam HO

Conclusion : APPROVED /
3akntovenue: OOOEPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge/ -

Approved by QA In-Charge /
[okymeHT opobpeH OOK:

ST
/

Date / \S_D\-'L)u'l_,S

farta:

Date /

.0\ 2025
[ara: \S
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