Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIHM3A

Page 1 0f4/Cryp. 1134

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484146

Batch Quantity / Onem cepui:  5847packs / ynakoBox .

. |AR No / Ananntnueckuii oruer No : ARF/239/2024|Date of Analysis / Jlata anannsa: 04.12.2024

Date of Mfg / lata nponzeoacrea:  11/2024 Date of Expiry / I'ogen ao: 10/2027

Analysis performed according ND / Anann3 nposeaén no HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / X N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne

Test / [TokazaTens

Result / Pe3ynbTaThl Specification / Hopma

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. / [Tnockue Kpyrasle TabIeTKH €O
CKOLIEHHBIMH KPasgM# OT KOPUHHEBOTO 0 TEMHO-
KOPHYHEROrO LiBeTa ¢ BkparuteHuaMu. Ha oanoi
cropore TabneTku BhiiasneHo cinoso «CIPLA», na
LIpyro# - TUHHs pa3noMa.

2 Identification / [TomIHHHOCTE

2a) | Anthraquinone glycosides / [ Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTRYET OkpairMBaHie aMMHATHOrO PacTBOpa B KPacHbIH
AHTPaxXWHOHOBBIE TTIHKO3UILI "
2b) | Methyl Parahydroxybenzoate Complies / Retention tirme of the principle peak in the
(HPLC)/ CoOoTBETCTBYET chromatogram of the sample solution should
MertunnaparuapokcibeH3oat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEP;KMBAHHUA OCHOBHOTO NMHKa Ha XpOMaTorpaMme
MCITBITYEMOTO PacTBOpa JOMKHO COOTBETCTBOBATh
BPEMEHH Y/JIePXKUBAHIA OCHOBHOTO IIHKA Ha
XPOMATOTPaMMe CTAHAAPTHOTO PacTBOpa
MeTuinaparuapokcrbensoara (pasaen
«MeTnnmnaparuapokcuben3oar).

Average weight / Cpenusis
Macca

(98]

189.43mg / 189,43mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpogykT cooTeeTcTayeT TpeGosaHuam HA | 3akntoyeHue: OOOEPEHO

Checked by QC In-Charge /
[lokyMeHT nposepeH OKK: 5310 T

Approved by QA In-Charge / e
[okymeHT ofobper OOK:

Date /
[ara:

O 412 ronyy

Date /

[arta: 08 kP Ty
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHMKAT AHAJIM3A
Page2 of4/Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Ipoxyxr: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 484146 - Batch Quantity / O6bem cepun:  5847packs / ynakosox
AR No / Anaanrnuecknii oruer Ne : ARF/239/2024 |Date of Analysis / Jara ananmia: 04.12.2024
Date of Mfg / lara npoussoacrsa:  11/2024 Date of Expiry / I'ogen po: 10/2027

Analysis performed according ND / Ananus nposeaén mo HJI{: II N013745/01-180522, amend No. 1 dated
05.07.2624 / 11 N0O13745/01-180522, nam. Ne 1 o1 09.07.2024

Ne Result / PesyasTars Specification / Hopma

Test / Iokazatenn

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee + 7,5
OaHOPOIHOCTH MO Macce %
_ 2/20 tablets NMT £15% / 2/20 ne Gonee = 15%
5 | Loss on drying / IToteps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce IpH BLICYIIHBAHUK
6 | Dissolution / 78-93% NLT 70 % (Q) of sennosides in 120 minutes
- PactBopenue He menee 70 % (Q) cerrO3m10B gepes 120 MuH
7 | Uniformity of Dosage units / AV=356 The acceptability index forn =10 AV <L1.
OIHOPOIHOCTB TO3MPOBAHMAS 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.

Ll =150 L2 =250,

[Tokasarens npremuemocty st n=10 AV <L1.

B ciyuae, ecnu sHagenne AV npeseimaer L1,
[IPOBOIAT HCIBITAHKE Ha CeayIomux 20 obpasuax.
Han=30 AV <L1. Bce 3HaueHus Xi JOJAHBI
YIOBIETBOPATE HEPABEHCTRY:

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

L= 135,0: L2:=2510.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonmdecTseHHOE OnpejieieHHe, 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomMeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,07Mr/Ta6 CEeHHO3MJIOB B IIepecyeTe Ha CEHHO3U B B ouoii
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooTeeTCTBYET TpebosaHuam HO | 3akntouyeHne: OJOBPEHO
Checked by QC In-Charge / gﬁ/w Approved by QA In-Charge / 0
[okymeHT npoeepeH OKK: HokymeHT ogo6peH OOK: /
Date / Date /
flata: P12re2y Nes OY .\ 202
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Cipla

CERTIFICATE OF ANALYSIS

Y

CEPTHOUKAT AHAJIM3A

Page 3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpogykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepua No: 484146

Batch Quantity / Oosem cepuu: -

5847packs / ynakoBox

AR No / Ananurudecknii oruer Ne: ARF/239/2024 |Date of Analysis / JlaTa anannza: 04.12.2024

Date of Mfg / Jlata npoussoacrea:  11/2024

Date of Expiry / T'osen fo:

10/2027

Analysis performed according ND / Auanus nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTh!

Test / [TokazaTenn

Specification / Hopma

9 | Content of Methyl @ 0.042mg/tab
parahydroxybenzoate(HPLC)/
Copuepixanue
MeTHITaparupokcubensoara 0,042Mr/Tab
(BOKX)

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas H4cToTa

10a) | Total Aerobic microbial count / 30
O01mee YnCI0 a3POOHBIX Not more than 10* cfu/ g / He Gonee 10° /v
MHUKPOOPTaHI3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r

count / O61ree YHCIO
TIECHEBBIX U IPOIKKEBBIX
rpudos

<10

~
LY

10¢) | Bile tolerant gram-negative
bacteria/ Yeroituusnie K
IEHCTBUIO KEJTHH

rpaMoTpHULaTebHble GaKTepHH

Absent /OTcyTcTBYIOT

Not more than 10° / g / He Gonee 107 /r

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyterBue B 1 1
10¢e) | Escherichia coli Absent /OTcyTCcTBYIOT Absentin | g /OtcytcTBHe B 1 1
10f) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooTBeTcTBYET TpebosaHusm H

Conclusion : APPROVED /
3aknwueHue: OOQOEPEHO

Checked by QC In-Charge / &p

JokymeHT nposepeH OKK:

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

B

Date /

[aTa: oH . bl

Date /
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDUKAT AHAJIMA3A

Page 4 of 4 / Cp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayst: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepnsn Ne: 484146 Batch Quantity / O6nem cepin:  5847packs / ynakosox
- |AR No / Anaantuyecknii otuetr Ne: ARF/239/2024|Date of Analysis / JaTta anaansza: 04.12.2024
Date of Mfg / Jlata npouwroacrra:  11/2024 Date of Expiry / T'oxen no: 10/2027

Analysis performed according ND / Ananus niposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated
©9.07.20624 / I1 N013745/01-180522, #3ai. No 1 ot 09.07.2024

Ne Result / Pe3yabTaThbl Specification / Hopma
Test / IMokasarens
11 | Package / Ynakoska Package / YnakoBka - 20 tablets .
= e blTsler ey Package / YnakoBka - 20 tablets in a blister made of
N three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and M I ; .
y - e or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with f i
25 patieat mformation leafléts in carton. 20 tablets in a blister made of PVC
) /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Ilo 20 TabneTox B P ; ;
25 patient information lcaflets in a carton. / [To 20
6nucTep M3 MIEHKH g
[IOMHBHHHIXAOP HIHOH TabneTok B OMUCTEp M3 MIEHKH TpeXcoitnoit
o = (MBXTI2/MBIX) 1 amoMmuresoit ¢onoru. [To 2
(MONH3TH:1€HOBOH/ i -
o WK 3 GnucTepa BMecTe C HHCTPYKLIHEI no
TOIUBMHHUIHAE HXJIOPUIHOI) U _
. NPHMEHEHHIO B KapTOHHYIO nauky. [1o 20 Tabnetox
amoMmuBueBoit GpoJasry, no 25 -
B 0.1HCTEP U3 [UIEHK U MOJUBHHUIXJIOPHAHOH
GILUETEDRE R (ERTOHEYD DALY (MONU3THNAEHOBOM! / NOAMBHEHUINAEHXJIOPHUIHOIH) U
C BJIOXKEHHEM 25 HHCTPYKUHI . , - p
IHOMHHHEBOH QO:1bIH, 110 25 GMCTEPOB B
10 NPUMEHEHHIO. .
KapTOHHYIO MayKy C BIOXKEHUEM 25 HHCTPYKLIUiA M0
NPHMEHEHMO.
12 Labeling / Mapxuposka According to ND /
B coorBetcTBumn ¢ HJ{
13 Storagc conditions / YcnoBus In a dry placc, at tempceraturc below 25 °C. / B cyxom MecTc nipu 'rcyxﬁcpa'rype HE
XpaHeHs Boue 25 °C.
14 | Shelflife /Cpox roamocrtu 3 years /3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooteeTcTyeT TpebosaHnam HI

Conclusion : APPROVED /
3akntoyenne: OQOBPEHO

Checked by QC In-Charge / f/;f/("o

NokymeHT nposeper OKK:

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

G

Date /
[fara:

oAt 2erly

Date /

Dore: CU-\2L - 2024
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CERTIFICATE OF TRANSLATION / CEPTUDUKAT NEPEBOJA

Name of the document / BRC & COA 484146
Ha3ssaHue nokymeHTa

This certificate confirms that the document BRC & COA 484146 originally written in English was
translated in accordance with service agreement in force from English into Russian by certified
interpreter, who has sufficient experience to perform translation and verify the document.

This certificate also confirms that translation was checked for correctness and completeness against
the source document / [JaHHbIn cepTudukaTt noaTeepxaaeT, YTo AokymeHT BRC & COA 484146
W3Ha4anbHO HanMCaHHbIA Ha aHrNNCKOM A3bike, Bbln NepeBeeH B COOTBETCTBUM C AEACTBYIOLUM
cornaweHvnem ob okasaHuM YCryr C aHrnmiickoro A3blka Ha PYCCKUA A3biK CepTUULIMPOBAHHBIM
NepesoAYMkoM, obnajalowmM [OCTaTOYHbIMU HaBblkaMW AN OCYLIECTBMEHWS nepesoaa W
NpPOBEPKM [OKYMEHTA.

AaHHblii cepTuduKaT Takke NOATBEPKAAET, YTO NEpeBoA NPOLLEn NPOBEpKY Ha MPaBUALHOCTbL U
NONHOTY OTHOCUTENbHO UCXOAHOIO LlOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBog BbINOMNHEH:

Date and Signature / flata n 26.12.24
noanucb

Esnoknmosa Kcenus / MNepe

Translation checked for Karim Halida / Head
correctness and completeness
by / MNepeBop npoBepeH Ha
NpPaBUNbLHOCTb W NOMHOTY:

Date and Signature / lata n 26.12.24
noanucb



