Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIV3A

-

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepns Nz : 484059

Ratch Quantity / O6bem cepuu:

5844packs / ynakcsox

AR No / AnanurHucckuii oruer No @

ARF/128/2024 | Date of Analysis / Jara anammsa: 07.08.2024

Date of Mfg / Jlata npeussoscisa: _ 07/2024

Date of Expiry / Toaen no:

06/2027

Analysis performed according ND / Auanus nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThbl

Test / oxka3zaTeb

Specification / Hopma

1 | Description / Onucaniie

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Inockue kpyrisie TabneTkH co
CKOLUIEHHBIMH KPasiMU OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOro UBeTa ¢ BkpanneHusMu. Ha oanoii
cropose Tadnetku BeaasneHo cnoso «CIPLA», Ha
Lpyro# - TMHUS passioMa,

2 Identification / TToaiMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTCTBYET OxpaliiBatie aMMHAuHOro PacTBOpa B KPacHbIH
AHTPaxHHOHOBbIE TIHKO3H/IbI oy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoOTBETCTBYET chromatogram of the sample solution should
MetnnnaparnapokcubeHsoar corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKHBAHHS OCHOBHOI'O MMHKA HAa XPOMATOrpamMme
HCIBITYEMOTO PacTBOPa JOJDKHO COOTBETCTBOBATH
BpeMeHH yACPKUBaHHA OCHOBHOTO TTHKA Ha
XpoMatorpaMMe CTaHIAPTHOTO PacTBOpa
MeTHanaparupokcnbensoara (pasaen
«MeTunnaparnapokcnoeHsoar).

3 | Average weight / Cpennas
macca

187.81mg / 187,81mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootBeTcTBYET TpeGoBanuam Hl

Conclusion : APPROVED/
3axmoyenne: OQOBPEHO

Checked by QC In-Charge / "‘iﬁ/t £
[lokymeHT npoeepeH OKK: )

Approved by QA In-Charge /
[NokymeHT ofo6peH OOK:

I

Date /

ek OT-e%2re2\y

Date /

Here O7-0% " 2o02Y
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CERTIFICATE OF ANALYSIS
. CEPTHO®HUKAT AHAJTU3A

Page2 of 4/ Crp.2 3 4

Product: SENADE TABLETS 13,5 mg TMpoaykr: CEHAIIE@, TABJETKH 13,5 mr

Batch No/ Cepust No: 484059

Batch Quantity / O6bem cepun:  5844packs / ynakosok

| AR No / Ananuruyeckuii oruer Ne : ARF/128/2024|Date of Analysis / lara ananansza: 07.08.2024

Date of Mfg / Jata npoussoncrsa:  07/2024 Date of Expiry / 'osen fo: 06/2027

Analysis performed according ND / Ananns nposenén no HJI: IT1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, ii3m. No 1 ot 09.07.2024

No Result / PeayneTaTs:

Test / [lokazaTenb

Specification / Hopma

4 | Uniformity of weight/ Complies / CooTsetcTByeT
OnHOPOAHOCTL M0 Macce

18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7,5

%

2/20 tablets NMT £15% / 2/20 e 6onee + 15%

5 | Lossondrying / [Toteps » 1.9%

NMT 6.0 % / He 6onee 6,0 %
Macece NPy BbICYLLMBAHUH
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes

PacteopeHune

He menee 70 % (Q) cenrozuznor uepes 120 mun

7 | Uniformity of Dosage units / AV=353
OnnoponHOCT 103HPOBAHMS

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] £0,01 x L2 x M.,

L1= 15.0; L2~=250;

[Moxaszatens npuemnemocty misa n=10 AV < L1,

B cnyuae, ecnu 3nauenne AV npesbimaer L1,
NPOBOAAT UCnbITaHNE Ha cnepytourrx 20 obpasmax.
Jns n=30 AV <L1. Bece 3HaYCHHS Xi NOJIKHBI
YJOBIETBOPATH HEPABEHCTRY:

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

L1l =15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHoe onpenaeneHue 14.09mg/tab /
(CnexrtpodoTomerpus)

14,09Mmr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside I3 in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 10 115,0 %)
CEHHO3MIOB B NnepecyeTe Ha ceHHo3ua B B onnoi

TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykr cooteeTcTeyer Tpedosarnuam HA | 3aknwoyenue: OQCEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / ,
HokymeHT nposepeH OKK: ﬁ’b'j HokymeHT ogobper OOK: %“j‘/}"
Date / . Date / )

NaTa; OT. O&- 2oy fara: 07-0%- 2024
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

~

-

Page3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13.5 mg

Hponykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484059

Batch Quantity / O6ben cepum:

5844packs / ynakoeok

AR No / Ananuriueciuii oraer Ne : ARF/128/2024|Date of Analysis / laTa anann3za: 07.08.2024

Date of Mfg / Mata uponssoncrea:  07/2024

Date of Expiry / I'onen no:

06/2027

Analysis performed according ND / Ananus nposepéu no H: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nzm. Ne 1 ot 09.07.2024

Ne Result / PesynbTatsl

Test / IMokazaTesb

Specification / Hopma

9 | Content of Methyl 0.046mg/tab
parahydroxybenzoate(HPLC)/
Conepxanue
meTHanaparuapoxcubenzoara 0,046mr/126
(BKX)

0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tat.

10 | MICROBIAL LIMIT TEST/ MukpoOunonorsyeckas 44cToTa

10a) | Total Aerobic microbial count /
OGuuee yucao aspodHbIX 40

MHKPOOpPTraHH3MOB

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

10b) | Total combined yeast and mould
count / OGutee uucno
TJISCHEBLIX H JAPOAIKEBbLIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Vcroiiuusble K
AEHCTBHIO Menuu

rpaMoTpHUaTenbHLIe 6ak‘repn 1]

Absent /OTcyTcTBYIOT

Not more than 10°/ ¢ / He 6omee 10° /r

104) | Staphylococcus aureus

Absent /OtcyTeTBYIOT

Absentin | g/ Otcyrcreue B 1 ¢

10¢) | Escherichia coli

Absent /OtcyTeTBYIOT

Absentin | g/ OtcyretBue s 1 1

10) | Salmonella

Absent / OrcyTeTByIOT

Absentin 10 g /Orcytcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykt cooteeTcTeyeT TpebosaHuam Hl

Conclusion : APPROVED /
3akntouenune: OOOBPEHO

Checked by QC In-Charge /
y g 7‘;@/ s

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

U

Date /

[okymeHT nposepeH OKK:
-3 gl | B.O0a2y
[HaTa: = /

Date /

fata: 08 « BaY
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Cipla

CERTIFICATE OF ANALYSIS
° CEPTUOHKAT AHAJIW3A

Page4 0f 4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484059

Batch Quantity / Ofsem cepun:

5844packs / ynakoBex

1AR No / Ananatugecxnii oruer Noe : ARF/128/2024

Date of Analysis / {ara ananusa: 07.08.2024

Date of Mfg / Iata npoussogcrea:  07/2024

Date of Expiry / T'onen o:

06/2027

Analysis performed according ND / Anasuz npopesén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N¢13745/01-180522, u3m. Ne 1 o1 09.07.2024

No

Test / TlokasaTeanb

Result / PesynbTaThi

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

onucrep M3 NIEHKH
MOJTUBHHHIIXJIOPUAHOIA
(noauaTUIEHOBOH/

no NpHUMEHEHHIO.

Package / Vnakoexa - 20 tablets

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

NONIMBHUHUIICHXTOPUAHOH) H
aIOMHHHUEBO# (honbru,
GIMCTEPOR B KAPTOHHYIO MaYKy
¢ BIIOMKEHHEM 25 MHCTPYKLUHH

Package / Ynakoexa - 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 ina
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 GNUCTEp M3 MIEHKK TPEXCHONHHOI
(MBX/M2/TIBAX) 1 antomunuesoit ¢onsru. IMo 2
unu 3 GuucTepa BMECTe ¢ MHCTPYKLMEIH Mo
NpHMEHEHHIO B KapTOHHYI0 nauky. [To 20 tabnetok
B GKcTep U3 MACHKH MOJIHBHHHIXIOPHIHOM
(MONMTUNEHOBOH / MOMMBHHIIAEHXIOPHAHOI) 1
amoMuHueBoit Gonbru, no 25 6nuctepos B
KapTOHHYIO TAYKy ¢ BIOWEHNEM 25 UHCTPYKUMH Mo
OpHUMEHEHHIO.

no 25

Labeling / MapkupoBka According to ND /

B coorsetcteuun ¢ HJ{

13 | Storage conditions / Ycnosus

XpaHeHHs Bbiwue 25 °C.

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

Shelf life / Cpok rogHocTH 3 years/ 3 roaa

Remarks : The Product conforms to ND/
Mpumeuatnue: MNpogykT cooTseTcTByeT Tpeboearuam Hl

Conclusion : APPROVED /
3akntoyenue: OOOEPEHO

Checked by QC In-Charge / e
[lokymeHT nposepeH OKK: =" &

Approved by QA In-Charge /
[LokymeHT ogobper OOK:

P

Date / OT. oR- Dody

[ara:

Date /

01-0% 2024
Hara:
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