Cipla

CERTIFICATE OF ANALYSIS
" CEPTUOUKAT AHAJIN3A

Page1of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484054

Batch Quantity / OGbem cepuu:

5842packs / ynakosok

AR No / Ananuruueckuii oruer No: ARF/120/2024 | Date of Analysis / lara ananu3za: 29.07.2024

Date of Mfg / lava npou3soactea:  07/2024

Date of Expiry / Tonen so:

06/2027

Analysis performed according ND / Ananus nposenén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynpTaTs!

Test / llokaszaTens

Specification / Hopma

1 | Description / Onucanne

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 kpyrabie TabneTku co
CKOUIEHHBIMH KpasMH OT KOPUUYHEBOTO A0 TEMHO-
KOpHMUHEBOro LiBeTa ¢ BkpanneHusamu. Ha oanoi
cropoHe Tabnerky BuiaasieHo cnoso «CIPLA», Ha
IOpYToif - THHUSA pa3ioma.

2 Identification / TToanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpalinBaHue aMMHa4HOrO pacTBOpa B KPacHbIi
AHTPaXHHOHOBBIE MIHKO3WIbl sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
Meruinaparuapokcubensoar corresponds to the retention time of the principle
(BBXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpHKUBAHUS OCHOBHOTO MHKA HA XPOMAaTorpamMmme
HCMBITYEMOTI0O pacTBOpa AOJUKHO COOTBETCTBOBATL
BPEMEHH YIEPHKHBAHHA OCHOBHOTI'O IHMKa Ha
XpomarorpamMme CTaHIapTHOTO pacTBoOpa
MeTHInaparuapokcuibensoara (pasaen
«Metunnaparuapoxcubensoar).

3 | Average weight / Cpeanss
macca

188.07mg / 188,07mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpogykr cooteeTcTayeT Tpebosanuam HI

Conclusion : APPFROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge / -T2 Approved by QA In-Charge / o
HokymeHT npoepeH OKK: 5?_3]{, e [okymeHT ogobpeH OOK: %
Date / Date /

flata: >V O o>

g o R
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% CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Cipla |

Page2 of 4/ Crp.2 u3z 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJLE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne @ 484054

Batch Quantity / O6bem cepun:

5842packs / ynakoBor

AR No / Ananuruueckuii oruer Ne : ARF/120/2024

Date of Analysis / Jlara ananuza: 29.07.2024

07/2024

Date of Mfe / IaTa npon3BojaciBa:

Date of Expiry / Tonen j10:

06/2027

Analysis performed according ND / Ananu3 nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / IMoka3arens

Result / PesyabTaTsi

Specification / Hopma

4 | Uniformity of weight /
O/1HOPOIHOCTB M0 Macce

Complies / CooTBetcTBYET

18/20 tablets NMT =+ 7.5 % / 18/20 He Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OHOpPOIHOCTH 1O3HPOBAHHS

5 | Loss ondrying / [Toreps B 2.2% NMT 6.0 % / He 6onee 6,0 %
macce MpH BBICYLIMBAHHH
6 | Dissolution / 78-94% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHue He menee 70 % (Q) cennosunos yepes 120 Mux
7 | Uniformity of Dosage units / AV=54 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=25.0.

[Tokazarens npuemaemoctH wia n=10 AV <LI.

B cnyuae, ecnu 3HaveHue AV npesbiaer L1,
MPOBOAT HCHbITAaHHE Ha cheaytownx 20 obpasuax.
Ilna n=30 AV < L1. Bce 3HaueHus Xi A0HKHbI
YIOBJIETBOPATEL HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

Il =150;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeaeneHue
(CnektpodoToMeTpus)

14.05mg/tab /

14,05mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MIOB B MepecueTe Ha ceHHo3ua B B onHoOH
Tabnertke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootsercTByeT Tpebosarmnam H/

Conclusion : APPROVED /
3aknwsenune: OJOBPEHO

Checked by QC In-Charge / ;
[okymeHT nposepeH OKK: %}bﬂ

Approved by QA In-Charge /
NokymeHT ogobpeH OOK:

FO

Date /

fara: S S Oy

Date /

20-0M.202M
[Hara:

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3z 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484054 Batch Quantity / Oopem cepun:  5842packs / ynakosox

‘AR No / Anaanrnueckuii otuer No : ARF/120/2024|Date of Analysis / lara ananmusa: 29.07.2024

Date of Mfg / Jata nponssogcersa:  07/2024 Date of Expiry / I'onen ao: 06/2027

Analysis performed according ND / Auanus nposeaéu no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / Pesyabrathl Specification / Hopma

Test / IokazaTe/ib

9 | Content of Methyl 0.042mg/tab 0,028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTuinapariapokcbensoara 0.042mr/1a6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas 4UHcToTa

10a) | Total Aerobic microbial count /
OGiiee unCI0 a3pOGHBIX 10 Not more than 10° cfu/ g / He 6onee 10* /r

MHKPOOpraHH3MoB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / O0wee uucno <10
MJIECHEBBIX H JPOMKIKEBbBIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroiiuussie K
NEHCTBUIO YKeNuH
rpﬂMOTp“uaTeﬂbele GaKTepH H

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ Otcytctede B | r
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in | g/ OtrcyrctBue B | r
100 | Salmonella Absent / OrcyTcTByioT Absent in 10 g / Orcytctene B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanne: MpoaykT cootseTcTeyeT TpebosaHuam HO | 3aknovenue: OQOBPEHO
Checked by QC In-Charge / ”i Lo Approved by QA In-Charge / L
[okymeHT nposepeH OKK: [lokymeHT ofo6peH OOK: @?‘;
Date / Date /

SO : O0r0) 202
[arta: 2LHOT: Tery [farta: 3 = i
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Cipla

CERTIFICATE OF ANALYSIS
» CEPTUDOHKAT AHAJTU3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484054

Batch Quantity / O6bem cepun:

5842packs / ynakosok

AR No / Ananutryeckuii oruer Ne : ARF/120/2024 |Date of Analysis / lata anaanza: 29.07.2024

07/2024

Date of Mfg / lata npoussoacrea:

Date of Expiry / Tonen go:

06/2027

Analysis performed according ND / Ananus nposesén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. No 1 ot 09.07.2024

Ne Result / PesynbTaTst

Test / ITokaszaTennp

Specification / Hopma

11 | Package / ¥YnakoBka
in a blister made of

GaucTep M3 NIEHKH

(MONM3TIIIEHOBOIA/

110 NPUMEHEHHIO,

Package / VnakoBka - 20 tablets

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

MOJIMBUHHUIIXJIOPUHO |

MONHBHHHIAEHXIOPUIHO) H
aIOMHHUEBOH (Qoabru, no 25
OJIHCTEpPOB B KAPTOHHYIO MAYKy
C BIIOJKEHHEM 25 UHCTPYKUMIT

Package / Ynaxoska - 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. / ITo 20
Tabnerok B GnucTep M3 NNEHKM TpeXcioitHOil
(MBX/M3/MBJX) u amomuauesoii ¢oasru. [To 2
unu 3 6rMcTepa BMeCTe ¢ MHCTPYKLLMEH 110
NPUMEHEHHIO B KapTOHHYIO madky. [To 20 taGnetox
8 GAHCTEp M3 MICHKH MOIHBHHAIXIOPHIHOI
(monnatkneHosoli / MONMBHHAIIEHX NOPUAHOH) 1
aNioMUHMEBOI (onbry, o 25 GNKCTEPoB B
KapTOHHYIO MavKy ¢ BAOKEHHEM 25 HHCTpYKumii no
NpUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cootsercTeum ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHus Bbile 25 °C.

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

14 Shelf life / Cpok ronHocTu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTBYET TpeboraHuam HL

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

A

AT
[okymeHT nposeper OKK: ?,i/'tl [okymeHT ofno6per OOK:
Date / r ‘ - Date / 28 BT b
Nara: >~ O 223 [ata: il .
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' Authorized B

Sign & Date: @1, s st
MASTER FORMAT =
SIMCHEM PVT. LTD. s s : ;
b Titie PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, o
TUEM ,PERNEM,
s 40351_‘2‘t Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.
Previous Product Name: _S¢ngde Tablep Previous Batch No.,_H84053 LineNo.: X, 1T
 ProdygtName: __S¢nacle Table t _ ‘ 510-000 k3 S
*EXPORT/LOCAL: 32237 So/10 Batch No. - 484054 Bately size: 30000006 NOS
Mfg. Date:_07]2024 Exp: Date: 06]2021 Date of inspection: from _19:07-2024 to.  20-07 2024
Keys: = complies/OK NA = Not Applicable
- =No defects are observed ¥= Does not-comply
B s SHIPPER NUMBER
E o8 I STS S - - - - -
No. MBS o T 1% |21 | 38 | 41 [359 |
1. | Shipper Top / Bottom Taping o v | - R
2. | Shipper Overprinting / Labeling ol v \/ "~ v o &)
3. | Packer Name Shubhang [Prakiksha® Nilima [Bhakti KAShmird Kashmina \
4. | ShipperFill Value [100x25X20'8) | v | v v | v %] | #laaf 25%x20'S)
5. | Bundling Quality / Pouch Quality NA NA | N TR ’
6. | Outer Carton-Overprinting | MA NA | NA NA NA | NB \
7. | Inner Carton Serialization il v v v v v \
g Cracked/half rablet/Broken tablets _ B
edges. B - i o
9. | Missing Leafiet - - - ~ - — \
.o | Blister Overprinting / Smudging o - o
i Embossing il . =
11. | Missing units/Extra units - = - | = — ~_ \
12. | Broken/chipping/ molted Tablets - - = ~ - = \
13. | Spo/ Powder In Blister / Tablets. - o = N . I \ &
"14. | sticking / Picking - - 1~ =k = = WA
Sealing/foil/ pinhole/ forming _ = ' Y
5. by ~ - - ®
- defects ~
16 Blister /Wrinkles / Improper _ -
" | Knurling/ Torn pocket , — - - B -
Foreign Product/Foreign/ -
17. iy . 2 - - e =
extraneous Material
iz, | Wrong appearance/different shape R _ _ - |
“ | of tablets/blister =
19. | Colour of tablets Ceil i T v o ~ \
20. | ** Other defect — Fw § = b : ~ \
21. | Toftal Defects . = - e - = e \\
22. | Total replaced Units A A ~A 15 NA NA \
23 Shippen_weight 9;&&;:11 shipper afier | 90.920 90-730 20.8601 20 £001909790 [10.000 \
“7* | ingpection (kilogram/gram)
Confidential Document Restricted cireulation FORMAT NO.: FMQA048-02-00

(o) 18.0% 24




MASTER FORMAT

Authorized By {QA Head)
Slgn & Date: & Ls L %o

18

)
SIMCHEM PVT. LTD.
PLOT No. 60-65,

' Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEM INDUSTRIAL ESTATE,

TUEM , PERNEM,

. COA - 403512, Ref. Doc. No. | QA/048 Page No. 20f2

_ INDIA.
: : vl et ol 1 " -
Done By %“Ehox 5!,‘3‘3“ o _er\“‘o}‘ gneh w?”” \N NA

P W T | n e .
Checked By 90.07 .1“'20.(;1.2!«5 9_;\.0'1‘7}‘ 000124} 9p.01-2h {2001 24] 20'5‘1'2#"1\

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

Total shippers packed in

Total shippers checked in batch |

Batch 58 fail + ol Joose | 0
 Total Quantity packed 58h1 X2SK 2 0's % of Pack Stock carried out on 107

batch

Detect Observed -

** If any Other defect observed

Nature Of Defect Observed ( Critical, Major, Minor).

| Action Plan For Defect A
Corrective Action And Preventive Action ({ CAPA) NA
{ If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection NA
| Total Replaced Unit Blister/Carton/Shipper NA

s, M

(Packing Officer)

Rechecked By:

j&‘% % ")t Approved By: % e ) 4

(QA Officer)

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

IS'OLQ"‘

FORMAT NO.: FMQA048-02-00





