Cipla

CERTIFICATE OF ANALYSIS

N CEPTH®UKAT AHAJIM3A
Pagel of4/Crp. 1 34
Product: SENADE TABLETS 13,5 mg Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481191 Batch Quantity / O6bem cepum: 5848 packs / vimakosok
AR No / Anammraaecknii oraer Ne : ARF/250/2021|Date of Analysis / Jlata anamamnza: 07.10.2021
Date of Mfe / Jlara npoussoacrsa:  09/2021 Date of Expiry / I'ozen no: 08/2024

Analysis performed according ND / Ananus npoeeaén mo H/I: TT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / [oxazarens Result / PesyabTarsi Specification / Hopma

1 | Description / Onucanue Complies / CootsercTsyer Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram cmbossed on one side and central break-
line on the other. / ITnockue kpyribie Tabnerkn co
CKOWEHHBIMH KpasiMH OT KODHYHEBOTO 10 TEMHEO-
KOPHYHEBOrO LiBeTa ¢ BKparuieHnsimMu, Ha onHoil
cropoie Tabnerku BoiaasaeHo cioso «CIPLA», Ha
NpYTroi - NMHUA pa3aoma.

2 | Identification / ITopmHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsetcTByeT OxpalmMBaHHE aMMHAYHOIO pacTBOpa B KpacHbIi
AHTPaxHHOHOBBIE TIIMKO3HIIbI ) iy
2b) | Methyl Parahydroxybenzoate Complies / ) Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
Merunnaparuapokcubenzoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKHUBAHHS OCHOBHOIO MHKAa HA XPOMATOrpaMme
HCIBLITYEMOI'O pacTBOpad AOJLKHO COOTBETCTBOBATH
BPEMEHH YAePIKHBAHHA OCHOBHOIO IHKA Ha
XpOMAaTOrpaMMe CTAHAAPTHOrO PacTsopa
meTuanaparuapoxkcudensoara (paszmen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpenss 190.24 mg / 190,24 mr 189.99 mg +7.5% / 189,99 mr +£7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykT coorBercTayeT TpebosaHuam HJ | 3aknouenne: OQOBPEHO
Checked by QC in-Charge / ~~ = Approved by QA In-Charge / :
[NokymeHT nposepeH OKK: ’ S ulan e HokymeHT opobper OOK: %?-5;
DEte’ C“ i R 1 f;\‘-l L’,"} 1 Datel : .
Nata: l Dara: O 4@ = 22d
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CEPTUOHKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481191

Batch Quaniity / O6sem cepum:

5848 packs / ynakosok

AR No / Anaanrugecknii orger Ne: ARF/250/2021

Date of Analysis / Jlata anannza: 07.10.2021

Date of Mfg / Mara npomssoacrsa:  09/2021 Date

of Expiry / I'onen no: 08/2024

Analysis performed according ND / Anasms nposeaén no

H: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / ITokazaTens Result / PesyabTarst Specification / Hopma

4 | Uniformity of weight / Complies / CoorsetcrByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5
OxHOPOAHOCTB MO Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToreps B 23% NMT 6.0 % / He 6onee 6,0 %

Macce MPH BLICYLIHBAHUH

6 | Dissolution/ 81-86% NLT 70 % (Q) of sennosides in 120 minutes
PactsBopenue He menee 70 % (Q) ceno3unos uepes 120 MuH

7 | Uniformity of Dosage units / AV=49 The acceptability index forn=10 AV <L1.
OnHOpPOAHOCTE AO3MPOBAHHA 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 =25.0.

ITokazarens npuemnemoctn A n=10 AV < L1.

B cny4ae, ecnu 3navenue AV.npessiuraet L1,
NPOBOAAT MCMBITAHKE Ha clenyroumnx 20 obpasiax.
Jinsa n=30 AV < L1. Bce 3HaYeHHA Xi JOKHBI
YIOBNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonmuecTBeHHOE OMpeiesneHne 14.10 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,10 mr/ra6 CEHHO3MIOB B IepecyeTe Ha ceHHo3ua B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTayeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwuenue: OOOBPEHO

Checked by QC In-Charge / %)

lan e
OokymeHT nposeper OKK: > 270 0

2

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

BT

Date /

0102024
Nara:

Date /

B Lo 0 B i
[arta: QY R
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CERTIFICATE OF ANALYSIS

% CEPTHUOHKAT AHAJIM3A
Page3 of 4/ Ctp. 3 u3z 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481191 Batch Quantity / O6bem cepun: 5848 packs / ynaxkopox
AR No / Ananurn4deckuii oraer Ne: ARF/250/2021|Date of Analysis / JlaTa apammza: 07.10.2021
Date of Mfg / [lata npomssoncrsa:  09/2021 Date of Expiry / 'onen mo: 08/2024

Analysis performed according ND / Anamus nposexén mo H/I: ITN013745/01-091017, M3am. No 1 ot 17.04.2020

Ne Test / Ilokazarens Result / PesyabraTst Specification / Hopma
9 | Content of Methyi 0.049 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepixaHue
MeTHInaparuapokcuden3oara 0,049 mr/Tab
(BXX)

10 | MICROBIAL LIMIT TEST/ Mukpofuonornyeckas 4ucToTa

102) | Total Aerobic microbial count /
Ob1nee yucno aspobHbIX 10 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Obmee yncno <10
TUIECHEBBIX U ZIPOKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrtcyTeTBYROT Not more than 10° / g / He 6onee 107 /r
bacteria/ YcToiiunsie K )
JIeHCTBHIO XKEJTIH

rpaMOTPHLATE/LHEIE DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyrcTBYIOT Absentin 1 g/ Orcyrcreue B 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin | g/ OrcyrcrBue s 1 1
109) | Salmonella Absent / Orcyrcreyror Absent in 10 g / Orcyrersue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooreetcTyeT TpeboaHusam HI | 3aknioyenue: OOQOBPEHO
Checked by QC In-Charge /- W o - Approved by QA In-Charge / M’
NoxymeHT nposepeH OKK: 1 1Cih € HdokymeHT onoBper OOK: pita
Date / - 5 " Date /

¢ledo-202 C7-ve - \
[ara: be ‘ ‘ [ara:; [ i
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

-

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481191

Batch Quantity / Oobem cepum:

5848 packs / ynaxoBok

AR No / Ananarinaeckmii oraer Ne : ARF/250/2021|Date of Analysis / Jlara anannza: 07.10.2021

Date of Mfg / lata nponssoncrea:  09/2021

Date of Expiry / l'onen go:

08/2024

Analysis performed according ND / Ananus nposenén mo H/: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / [lokazarens

Result / Peayabrarsi

Specification / Hopma

11 | Package / YnaxoBka
in a blister made of

Bnucrep U3 MIEHKH

(nonuatuneHosoit/

10 NPHMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 Tabnerok B

non HBHHHHX.."!OPPIIIHOE

MOJIMBHHIIAEHXJIOPHIHOM) 1
anmrOMHHHEBOH Gonbry, no 25
O/UCTEPOB B KAPTOHHYHO MAYKY
C BIOXKEHHEM 25 MHCTPYKLHH

Package / Ynakoska - 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 ot PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / Ilo 20
TabneTok B OnMCTEp M3 MUIGHKU TPEXCNOiHOM
(MBX/TI2MIB/X) u antomunnesoii gonbru. ITo 2
unu 3 OnHcTepa BMeCTe ¢ MHCTPYKUMeEit o
NMPUMEHEHHIO B KapTOHHYIO navky. [To 20 Tabnerok
B DincTep U3 MIEHKH NOJMBUHHIXIOPHIHOMN
(MOAMITUIEHOBOH / MOMMBUHUIIIEHXJIOPHUAHON)
amoMuHueBoi onsru, no 25 Gnucrepos B
KapTOHHYIO NAYKy C BIOMEHHEM 25 HHCTPYKUHH 110
MPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B coorsercreum ¢ HJ{

13 Storage conditions / Ycnosus

XpaHeHHs sbime 25 °C.

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

14 Shelf life / Cpok rogHoct 3 years /3 rona

Remarks : The Product conforms ta ND/
Mpumeyanume: MNpoaykT cooreeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge / © =~ =~
JokymeHT nposepeH OKK: ]% Wleme

Approved by QA In-Charge / 1 ¢ i
[okymeHT onobper OOK: %

Date /

5 i il oS
[ara: i \

Date /

“\O- \
Rave: 07 +\0r 202
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