Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOAKAT AHAJTA3A

Page 1 6f4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mponver: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepusi No @ 484052

Batch Quantity / Goveni cepun:

5843 packs / ynaxonox

AR No / Auanurnuecknii oTuer Ne :

ARF/117/2024 | Date of Analysis / lara ananuza: 26.07.2024

Date of Mfg / laTa nponssoacrea:  07/2024

Date of Expiry / 'ogen jo:

06/2027

Analysis performed according ND / Auanuz npopenéu no HJA: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3am. Ne 1 ot 09.07.2024

Test / MNokasatenn

No Result / PesynsraThi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTseTcTBYET

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. / [1nockue Kpyribie TaGIeTKH CO
CKOUICHHEBIMY KPaAMH OT KOPMYHEBOTO JI0 TEMHO-
KOPHYHEBOTO UBETA ¢ BKpamieuuamu. Ha oxuoii
cTopone TabieTku BuiaaBacHo cioso «CIPLAY, Ha
JIPYTO# - JIUHHKA pazjioma.

2 [dentification / [ToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtseTcTBYET OkpawmnBanie aMMHAYHOTO PacTBOpa B KPacHblii
AHTanHHOHOBb]E TJTHKO3H bl
LBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBeTcTBYET chromatogram of the sample solution should
MerunnaparuapokcubeHsoaT corresponds to the retention time of the principle
(BDKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
yIepKHBAHUA OCHOBHOIO MUKA HAa XPOMATOrpamme
HCTLITYEMOTO PACTBOPA JIOJIHKHO COOTBETCTBOBATE
BPEMeHH YACPXKHBAHUS OCHOBHOrO TIMKA Ha
XpOMaTOrpaMMe CTaHAapTHOrO pacTBOpa
MeTHIMaparuapoxkeudensoata (pasznen
«MeTtunnaparuapokcubeHsoar).

Average weight / Cpennsas
macca

Lo

186.51mg / 186,51mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanye: MpogykT cootseTcTByeT TpebosaHusam HA

Conclusion : APPROVED /
3axknwvyenune: OOOBPEHO

Checked by QC In-Charge / 95{’)

[okymeHT nposepex OKK:

Approved by QA In-Charge /
HokymeHT ogoGpeH OOK:

Date /

gara; ATty

Date /

2.4 0. 202N
Hara: e L -

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDPHUKAT AHAJIU3A

PageZof4/Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484052 Batch Quantity / O6besm cepun:  5843packs / ynakoBox

AR No / Ananutuuecknii oruer Ne : ARF/117/2024|Date of Analysis / lata ananuza: 26.07.2024

Date of Mfg / Iara npoussoacrsa:  07/2024 Date of Expiry / I'ogen po: 06/2027

Analysis performed according ND / Ananun3 nposeaén nmo HJ: 11 N013745/61-180522, amend No. 1 dated
09.067.2024 /11 N013745/01-186522, usm. Ne 1 or 09.07.2024

N Result / PeayabTaThl Specification / Hopma

Test / Tleka3zaTens

4 | Uniformity of weight / Complies / CootsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7,5
OpHopoaHOCTE MO Macce - %
) 2/20 tablets NMT =15% / 2/20 ne 6onee + 15%
5 | Loss ondrying / [oreps B 2.9% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BoICYIIHUBAHUH
6 Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacrteopenue He menee 70 % (Q) cennosuaos yepes 120 mun
7 | Uniformity of Dosage units / AV =52 The acceptability index forn=10 AV <LI.
OnHOPOIHOCTE TO3HPOBAHHS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n =30
AV <LI. All values of xi must satisfy the
inequality:

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

L1=15.0; L2 =25.0,

[Mokazarens npuemnemocts wia n=10 AV < L1.

B cnyuae, ecnu 3Hauenue AV npesbiioaer L1,
NPOBOAAT UCTIBITAHHE HA ciieayomux 20 odbpasuax.
s n=30 AV < L1. Bce 3nauenus Xi JOMKHBI
YAOBNETBOPATE HEPABEHCTRY:

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

L1=15,0; L2 =250,

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTreHHoe onpeseneHue 13.94mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrektpodaTomeTpHs) Or 12,15 no 15,53 mr (o1 90,0 o 115,0 %)

13,94mr/1a6 CEHHO3MIOB B NepecueTe Ha ceHHo3Ma B B oaHO#
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteeTcTBYET Tpebosarusm H | 3aknouenue: ONOBPEHO
Checked by QC In-Charge /  =./© Lo Approved by QA In-Charge / :
OokymeHT nposeper OKK: B HokymeHT ogobpeH OOK: %}’(
T e i N
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 3 0of4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJAETKH 13,5 mr

Batch No / Cepust No : 484052

Batch Quantity / Ofbem cepuu:

5843packs / ynaxosok

AR No / Ananurnueckuii oruer No : ARF/117/2024|Date of Analysis / lara ananusa: 26.07.2024

Date of Mig / iara apoussogersa:  07/2024

Date of Expiry / I'ogen zo:

06/2027

Analysis performed according ND / Ananu3 npopeaéu no H{: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyabtaTh

Test / MMokaszareib

Specification / Hopma

9 | Content of Methyl 0.04 Img/tab
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHﬂﬂapa[‘HHPOKCHﬁEHBOaTa 0,04 Imr/Tab

(BIICX)

0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas YHcToTa

10a) | Total Aerobic microbial count /
Obuiee 4ueno adpodHbIX 20

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Oburee uucn0
UTECHEBLIX M APOAOKEBbIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiuussie K
NEHCTBHIO XKeTUH

rpaMoTpHUATE IbHbIE GaKTepHH

Absent /OrcyteTByioT

Not more than 107/ g / He Gosee 107 /r

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin I g/ Otcyrcreue g | r
10¢) | Escherichia coli Absent /OTcyTeTByioT Absentin | g/ Otcyrcteue s | r
100 | Salmonella Absent / OtcyTeTByioT Absentin [0 g /OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumevanue: [Npoaykr cooTeeTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3axkntoueHue: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: 9—‘,&—({,1)

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

Date /

fata: >V oTLorH

Date /

fara; > 772224
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOPHUKAT AHAJIM3A

Paged4of 4/ Crp. 4 nz 4

[Product: SENA.DE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

484052

Batch Quantity / O6sem cepuu:

5843packs / ynakosox

AR No/ Ananutuueckuii oruer Ne : ARF/117/2024

Date of Analysis / Jata ananuza: 26.07.2024

Date of Mfo / laTa npoussoiacrsa:

07/2024

Date of Expiry /Togen no:

06/2027

Analysis performed according ND / Ananus npopenén no HJ/Q: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne

Result / PesyasTarst

Test / INMoka3zaTenb

Specification / Hopma

Package / VnakoBka

Package / Vnaxoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in

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 of PVC

on HCTEP M3 NMIEHKH

(nonuaTHNEeHOBOIH/

[0 NPUMEHEHHIO.

a carton. / ITo 20 Tabnerok B
MOJUBHHUIXIOPHAHOH

HOJUBHHHUIAEHXTOPHAHOMH) U
amoMHHUeBO# donbru, no 25
6UCTEPOB B KAPTOHHYIO MAYKY
C BAOXKEHHEM 25 HHCTPYKLHH

/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / TTo 20
TabneTok B OnMUCTEp M3 MIEHKH TPEXCNOiHOMH
(MBX/TI2MIBJX) v antomuuuesoit Gonsru. [To 2
MM 3 GrucTepa BMECTe ¢ MHCTPYKUHKEI 110
NPUMEHEHHUIO B KapTOHHYI0 nayky. [To 20 Tadnetok
B ONHCTEP K3 MICHKH MONMUBHHIIXJIOPHIHO
(mosmaTHAEHOBOH / NONUBHHUIIEHXIIOPHAHOIT) U
alOMHHHEBOH (onbru, no 25 6aucTepos B
KAPTOHHYIO TaYKy C BIOKEHHEM 25 MHCTPYKUME Mo
NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B cootsercTuu ¢ HJJ

13 Storage conditions / Yenosus

XpaHeHHs Beite 25 °C.

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

14 Shelf life / Cpok rogHocTu 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanne: MNpogykT coorsercTByeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwueune: OOOBPEHO

Checked by QC In-Charge/ -
DokymeHT nposepeH OKK: ﬁﬁ:w

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

I

Date /

fara. €T eny

Date /

o 2907 202 Y
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MASTER FORMAT

Authorized By (QA Head)
Sign & Date: Ry it o aetl:

SIMCHEM PVTC LTD.
FLOT No. 60-65,

TUEM INDUSTRIAL ESTATE,

TUEM , PERNEM,

Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

GOA - 403512,
iNDRA.

iRef. Doc, No.

QA48

Page No. 1of2

Previous Product Name: Sernade Talblet

Product Name: Sé@naod: Tablet
*EXPORT/LOCAL: €222120/i0

Mfg. Date: 01 /2024 Exp. Date: 0 /z027

Batch No. -

Previous Batch No. 4 € 4¢ 51

484057

Line No. : T,
510000 Kgs

Batelr size:2e00000 Nos

Date of inspection: from '71-207. 24 to

12.07: 24

Keys: = complies/OK

- =No defects ar¢ observed

NA =Not Applicable
X= Does not comply

Sr. : SHIPPER NUMBER
No. MERECTS o| \s 24 | 25 G2 Sq
1. | Shipper Top / Bottom Taping o — o | I 8
2. ! Shipper Overprinting / Labeling — | =T e T e A \
3. ! Packer Name $hivan 18k vani [habkshar[Shati 1Sonal  [Swaeta]
4. | ShipperFill Value (100 x26x 20) e~ | [ |— |~ e \M&3Xas[x2d5)
5. | Bundling Quality / Pouch Quality N NA L NA T NA MNA NQA \
6. i Outer Carton-Overprinting ' NA L PNA T NA L FNA NA NR N\
7. | Inner Carton Serialization — i e Je — N— \
8 Cracked/half tablet/Broken tablets - B o - B - \
| edges.
9. | Missing Leaflet — = — = = - \
10, | Blister Overprinting / Smudging it o . \
Embossing e
11. | Missing units/Extra units = = — —~ 5 = |
12. | Broken/chipping/ molted Tablets = - = =3 - - # R
13. | Spot/ Powder In Blister / Tablets. = = = = - - \ *':? -
14. | sticking / Picking -~ - B — - - \
15, | Sealing/foil/ pinhole/ forming - B N - = i \
7 | defects

16 Blister /Wrinkles / Improper - o _ _ B

" | Knurling/ Torn pocket "
17 Foreign Product/Foreign/ - - B o B

" | extraneous Material B \
g, | Wrong appearance/different shape . B B B B \

" | of tablets/blister N
19. | Colour of tablets = — " e — ~ \
20. | ** Other defect = i - - B - \
21. | Total Defects = == = . h - \
22. | Total replaced Units NA | NA [NA [NA | NA | NA \
pon Shippanweight"qfaach shipper after |21-020 | 20-540] 2¢-380 120920 | 50 . 860 | 1p.120 \
7 | inspection (kilogram/gram})

Confidential Document

Restricted circulation

()
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FORMAT NO.: FMQA048-02-00



- Authorized By (QA Head)
- Sign & Date oy

- MASTER FORMAT
SIMCHEM PVT.LTD. | .. :
- (I;IF,[(IJE'IM Ni;_ 60-65, ! Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAT, ESTATE, :
TUggi{_ﬁg‘;ﬁfd i Ref. Doc. No, | QA/G48 Page No. 2 of 2
INDIA. o
R - ”\\1 - 8 \'}?‘!‘ '3 C& ‘:\“‘3 8
wiepiati e M i A M 2 il i il \\NA
o ' D | | D | e |© ® |
Choshei By 18-01-24] 19:01 24 18- 0124413 o7 244 19 CT-24[1R-CV LY %0124 \\

*(For export mention the export order no.)

FINAL.INSPECTION CHECKLIST:

Total shippers packed in _ . Total shippers checked in batch
Batch 52 Full +olleese | oe
: it ked G ck carri t
_ Total Quantity packe 5942 x 25 X 20% % of Pack Stock carried out on Lo %
batch
Defect Observed =

** If any Other defect observed

Nature Of Defect Observed ( Critical, Major, Minoer)

Action Plat‘n For Defect Nk
Corrective Action And Preventive Action ( CAPA) .

( If Applicahle For Details Enter CAPA Number) R

Decision For Further Pack Stock Inspection NA

Total-Replaced Unit Blister/Carton/Shipper N A

Certified By:'“ # 130729 Rechecked By: @ 15.07-24

(Packing Officer) (QA Officer)

Approved By:
{Quality Assurance Head / Executive)

el
Qf_"- ‘g ol Qt,fl‘}[

P

Confidential Document

Restricted circulation

16072y

FORMAT NO.: FMQA048-02-00





