Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIN3A
. Pagel of4/Crp. 1 uz 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne : 482052 Batch Quantity / COnem cepuni: 5854 packs / ynakosok
AR No / Asannriaaecknii orger Ne :  ARF/104/2022|Date of Analysis / [lata ananmsa: 23.04.2022
Date of Mfg / Jlata nponssoacrsa:  04/2022 Date of Expiry / I'onen mo: 03/2025

Analysis performed according ND / Anams nposeaén mo HJI: IT N013745/01-091017, M3m. Ne | ot 17.04.2020

Ne Test / floxazarens Result / Pesyabrarsi Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTBYeT 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 kpyribie TabneTku co
CKOLIEHHBIMH KPAsiMH OT KOPHYHEBOIO O TEMHO-
KOPHMYHEBOTrO LiBeTa ¢ BkparieHuamu. Ha oanoii
cropore Tabnerku BeiaasieHo cioBo «CIPLA», Ha
JIPYroit - THHUSA pa3IoMa.

2 | Identification / [TonnHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OkpamrnBaHie aMMHAYHOIO PAacTBOPA B KPACHBIH
AHTPaXHHOHOBBIE ITHKO3HIBI .
2b) | Methyl Parahydroxybenzoate - Complies / Retention time of the principle peak in the
(HPLC)/ CootsercreyeT chromatogram of the sample solution should
Merunnapariuapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHA OCHOBHOT'O ITHKA HA XPOMATOIPaMMe
HCITBITYEMOTO PacTBOPA JI0JDKHO COOTBETCTBOBATh
BPEMeHH. yIePIKHBAHUA OCHOBHOIO MHKA HA.
XpOMATOrpaMMe CTaHAaPTHOIO PACTBOPA
MeTu/naparuapokcubensoara (pasmen
«Merunnaparnapokcudensoar).

3 | Average weight / Cpenusis 186.85mg / 186,85mr 189.99 mg +7.5% / 189,99 mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Npoaykr coorsetcTeyeT TpeboeaHuam HA | 3akntouenune: OJOEPEHO
Checked by QC In-Charge?  ~ _ Approved by QA In-Charge /
NokymeHT npoeeper OKK: B 0 a "Li - DokymenT ogobper OOK: %g
Date / ‘ Date / .
LO40010 0 2-b-0\Y~202.2-
[ara: 23 B4 g [Hara:
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Product: SENADE TABLETS 13,5 mg

Ilpoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482052

Batch Quantity / O0bem cepum:

5854 packs / ynakosok

AR No / Anammruaecknii orger Ne : ARF/104/2022 | Date of Analysis / JlaTa ananmza: 23.04.2022

Date of Mfg / Jlara nponssoacrsa:  04/2022

Date of Expiry / I'ogen no:

03/2025

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

Ne Test / MlokazaTennb Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight / Complies / CooTsercryer 18/20 tablets NMT + 7.5 % / 18/20 we Gonee +7,5
OnHOpPOZHOCTD NO Macce %

‘ 2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IloTeps B 2.1% NMT 6.0 % / He Gonee 6,0 %

Macce MPHU BBICYIIHBAHHH

6 | Dissolution / 82 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenno3unos uepes 120 MuH

7 | Uniformity of Dosage units / AV=354 The acceptability index forn= 10 AV <L1.
OnxHOpOOHOCTD I03HPOBAHUS 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=150,L2=250

IMoxa3zarems npuemaemoctu A n=10 AV < L1

B cnyuyae, ecnn 3nauenue AV npessinaer L1,
NPOBOZAT HCIIBITaHHE Ha cnenyomux 20 obpasuax.
Jlnsa n=30 AV <L1. Bce 3HaueHus Xi JOJKHBI
YIOBNETBOPATEL HEPABEHCTBY:

M-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
KonmuecTsenHOe ONpeseneHne 13.93 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriexkrpodoTomerpus) Ot 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)

13,93 mr/rab CEHHO3M/IOB B [lepecyeTe Ha ceHHO3uI B B onHoi
tabnerke.

Remarks : The Product conforms to ND/
Npumeuanwue: MNpoaykT cootsercTeyeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwouyenune: OQOBPEHO

Checked by QC In-Charge /|

Approved by QA In-Charge / <
[NokymenT ogobper OOK: %&/

- Ookymert nposeper OKK: 13 el Citee
Date / , . Date / )
Rave 93042022 ara: 26« oM 20 T
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482052

Batch Quantity / O0bem cepuu:

5854 packs / ynakosok

AR No / Ananaragecknii orger No :

ARF/104/2022|Date of Analysis / lara anamaza:  23.04.2022

Date of Mfg / lara npomssoacrea:  04/2022

Date of Expiry / I'ogen no:

03/2025

Analysis performed according ND / Ananms nposeaén mo HJ/I: ITN013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / oxazarens Result / PesyabraTni Specification / Hopma
9 | Content of Methyl 0.053 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
ConepxaHnue
MeTHinaparuapokcubensoara 0.053 mrfrab
(BRXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuosiori4eckasi 4HCTOTa

10a) | Total Aerobic microbial count /
O6imee yucno aspodHbIX : 20 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPraHH3MOB

10h). | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee uncno <10
IJIECHEBBIX U IPOMOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative * Absent /OrcyrcTByioT Not more than 10° / g / He 6onee 10° /r
bacteria/ Ycroiuussie k
NeACTBUIO JKeJT4H
rpaMoTpHLATENNbHbIE OaKTepUH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OtcyTcTBYI0T Absentin 1 g/ OrcyrctBue B 1 1

100 | Salmanella Absent / QrcyrcTByIOT Absent in 10 g. / Qrcyrcreue B 10 g.

Remarks : The Product conforms to ND/
Mpumeuanwe: MpoaykT cooTeeTcTByeT TpeGoBaHuam HA

Conclusion : APPROVED /
3aknoyenune: OQOBPEHO

Checked by QC In-Charge? "‘\
[okymenT npoeepeH OKK: R ) oL

Approved by QA In-Charge /
HokymeHT ogobper OOK:

aHe

Date / 23_04_'2011_
[ara:

Date /

fare; 2 O 2O T
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Page4 of 4/ Crp. 4124

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482052

Batch Quantity / O0bem cepumn:

5854 packs / ymaxoBok

AR No / Apammrigeckunii oraer Ne : ARF/104/2022[Date of Analysis / /lara apanmsa:  23.04.2022

04/2022

Date of Mfg / Jlata nponssoacTsa:

Date of Expiry / I'ogen no:

03/2025

Analysis performed according ND / Anamus nposeaén no H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazatesib

Result / PesyabTarsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep U3 NIEHKH

(monuaTHIIEHOBOH/

0 MPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

nOJIHBHHHJlXJ!OpHI[HOﬁ

MCANBHHUIIEHXJIOPHIHON) H
anoMHHHeBO# Gonbru, 1o 25
GNUCTEPOB B KAPTOHHYIO MaYKy
C BJIOYKEHHEM 25 HHCTPYKLIMH

Package / Ynakosxka - 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. / Io 20
TabneTok B OMUCTEp M3 MJIEHKH TPEXCNOHHOI
(IMBXAID/MIBAX) u antomunneBoii ¢ponbru. Io 2
winu 3 GiMcTepa BMECTE C MHCTPYKLHeH 1o
MPUMEHEHHIO B KapToHHYyI0 nauky. [lo 20 tabnerok
B BAHMCTEp M3 IUIEHKH NOJIWBHHHATKIOPHIHOH
(moAHAITHIEHOBOH / MOTMBHHIIIIEHXIOPHIHOMH) H
aTFOMHHIEBOH (onbry, 1o 25 GnHcTepos B
KapTOHHYIO Ma4yKy C BIOXKEHHEM 25 HHCTPYKLIMI Mo
MPHMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B coorsercreuu ¢ HJ|

13 Storage conditions / Ycnopus

XpaHeHHs! Bbite 25 °C.

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

14 | Shelf life / Cpok rogsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykr cooTBeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3axnouenue: OQOBPEHO

Checked by QC In-Chargel/
DokymeHT nposepeH OKK: B 1

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Fhe

Date/ 5 3.04 202 2
Nara:

Date /

By 26 co%. 201
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