Cipla

CERTIFICATE OF ANALYSIS
) CEPTHO®UKAT AHAJIU3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mposyxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : 484033

Batch Quantity / Oobem cepun:  5847packs / ynakosok

AR No / Anaanrnuecknii oruer Ne : ARF/119/2024|Date of Analysis / Jlara ananusa: 27.07.2024

Date of Mfg / lava nponssonciba:  07/2024 Date of Expiry / Fogen no: 06/2027

Analysis performed according ND / Ananus npoéenéu ne HL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / MokasaTeanb

Result / PesyabTaThl Specification / Hopma

| Description / Onucanue Complies / CootercTyet 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. / [Inockue kpyrabie TabneTkH co
CKOLIEHHBIMHI KPAsIMIL OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOro UBeTa ¢ BKpanneHuamu. Ha onuoi
cropone Tabnetkyu BeiaaeneHo cnoso «CIPLA», Ha
Ipyroii - THHUA pa3ioma.

2 Identification / TToniMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpaiMBaHke aMMHauHOro pacTBOpa B KPacHbIid
AHTPaXxHHOHOBbIE TIHKO3H/1bI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootsetcTByeT chromatogram of the sample solution should
Metuanapariapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep:KHBAHUA OCHOBHOIO MHK4 HA XpoMarorpamMme
MCTIBITYEMOrO PACTBOPA JOMKHO COOTBETCTBOBATh
BpEMEHH YAEepKHBAHHA OCHOBHOI'O ITHKa Ha
XpOMaTorpamMme CTaHJapTHOTO pacTBopa
MeTunnaparuapokcubensoara (pasaen
«MeTunnaparuapokcubensoar).

3 | Average weight/ Cpennss
macca

189.50mg / 189.50mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanume: Mpoaykt cootsercTyeT TpeGosanuam HA | 3aknwoyenue: ONOBPEHO

Checked by QC In-Charge / 3
[HokymeHT npoeepeH OKK: iu

Approved by QA In-Charge /
[NokymeHT ogobper OOK: %ﬁ}{/

Date /

NaTa: g ot ey

Date /

Hara: B9~ - LowN

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
CEPTHO®UKAT AHAJIM3A

N

-

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA}IE@, TABJETKH 13,5 mr

Batch No / Cepun Ne : 484053

Batch Quantity / O&sem cepuu:

5847packs / ynakoBok

AR No / Anaaurnuecknii oraer Ne: ARF/119/2024

Date of Analysis / [lara anann3za: 27.07.2024

Date of Mfg / J/lata nponssoacraa:  07/2024

Date of Expiry / I'caen go:

06/2027

Analysis performed according ND / Auanuz nposenén no HJL: IT NO13745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Noe

Test / [TokazaTenn

Result / PesyabTarsi

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTH M0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne donee + 7.5
%
2/20 tablets NMT £15% / 2/20 He 6onee + 15%

OAHOPOAHOCTD IO3HPOBAHHS

5 | Loss ondrying / Iloreps B 2.6% NMT 6.0 % / He Gonee 6,0 %
MAacce MpH BbICYLIHBAHHH
6 | Dissolution / 80-92% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenno3uaos uepes 120 mMun
7 | Uniformity of Dosage units / AV =54 The acceptability index forn=10 AV <LI.

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 =180 L2=250.

[Tokazarens npuemnemoctd it n=10 AV < L1.

B cayuae, ecnu 3Ha4eHne AV npesblaer L1,
MPOBOAAT HCMBITAHKE Ha ceayrommnx 20 obpasuax.
s n=30 AV < L1. Bee 3Ha4eHHA Xi TOMKHbBI
YIOBETBOPATL HEPABEHCTBY:

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

L] =150; L2=25,0,

8 | Assay (Spectrophotometry)
KonnuecTBeHHOE OTpeaeiieHne
(CnextpodoTOMETpHS)

14,13mr/Tad

14.13mg/tab /

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 (o1 90,0 no 115,0 %)
CEHHO3M/IOB B MepecyeTe Ha ceHHo3 M B B oaHoii
TabneTKe.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cootsercTayeT TpeGosaHuam HJ

Conclusion : APPROVED /
3aknwoyenue: OQOEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: 9_‘(6,“

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

I

Date / BG.0 T 2oL

[ara:

Date /

fare: 2002024

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

.

CEPTUOHUKAT AHAJIM3A

Page3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJRE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 484053

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / AnannTiyeckuii oruer Ne : ARF/119/2024|Date of Analysis / lata anannza: 27.07.2024

Date of Mfg / Java nponssogcrBa:  07/2024

Date of Expiry / Tozei jio:

06/2027

Analysis performed according ND / Asann3 nposeaén no HJE: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 o1 09.07.2024

Ne Result / PesynbTaTs!

Test / IMokazaTenn

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTuInaparsapokcubenszoara
(B2XKX)

0.041mg/tab

0,04 Imr/rab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoriieckas 4ucTora

10a) | Total Aerobic microbial count /
OOb1ee 4ucno ad3pobHbIX 20

MUKPOOPTaHH3MOB

Not more than 10* ¢fu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / Obwiee umcio
TUIECHEBBIX M JPOKIKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He 6onee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Vcroliuusble K
JEHCTBHIO JKe4H

rpaMoTpuLaTeNnbHble fakTepun

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyrctBue B 1 1

10 ¢} | Escherichia coli

Absent /OtcyTeTBYIOT

Absentin 1 g/ Orcyrcteue B 1 1

106) | Salmonella

Absent / OteyTcTByIoT

Absentin 10 g / Otcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootseTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3axntovernue: OQOBPEHO

Checked by QC In-Charge / .
JokymeHT nposepeH OKK: sy

Approved by QA In-Charge /
NokymeHT onobper OOK:

F-

Date /

[ara: 2 Yooy

Date /

e 20 -07-202Y

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




CERTIFICATE OF ANALYSIS

-

CEPTHOHUKAT AHAJIM3A

Cipla

Pagedof4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484053

Batch Quantity / O6bem cepun:

AR No / Asanuruueckuii oruer Ne: ARF/119/2024

Date of Analysis / lata auannza: 27.07.2024

Date of Mfe / ata nponssoacrea:  07/2024

Date of Expiry / T'oagen ne: 06/2027

Analysis performed according ND / Ananus nposeién no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

5847packs / ynakosox

No

Test / [MokazaTenb

Result / PesyibTaret

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GnucTep M3 MIeHKH

(MoMU3THIEHOBOIT/

Mo NPHMEHEHHHD.

Package / Ynaxoska - 20 tablets

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

MOJHBHHUIXJIOPH IHOH

MOJUBUHUIAEHXIOPUAHOM) H
amoMHHHEBOH Qosbru, no 25
OMCTEpOB B KAPTOHHYIO NMAauKy
C BJIOKEHHEM 235 MHCTPYKUHH

Package / ¥ nakoexa - 20 tablets in a blister made of
three-layer PYC/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
TabneTok B OnueTep M3 NNEHKU TPeXCioiinoi
(NBX/TI/MB/AX) u antomuuueBoit ossru. o 2
WK 3 GucTEpa BMECTE C MHCTPYKLIMET 110
NpUMeHEHHIO B KapTOHRYIO mauky. 1o 20 Tabnetox
B GJHMCTEp M3 [IEHKH MONHBHHHUIXIOPHIHOI
(MONMATHUIIEHOBO / MONIMBHHUIAEHXJIOPHAHOI) U
anioMuHueBoit Qonbru, no 25 6aucrepos B
KapTOHHYIO MAYKy € BIOXKEHHEM 25 MHCTPYKLUit no
NPUMEHEHHUIO.

12 Labeling / Mapkupopxa According to ND /

B cooteetcTBHH ¢ H]T

13 Storage conditions / ¥Ycnopus

XpaHeHus Boitie 25 °C.

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

14 Shelf life / Cpok roaHoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET Tpebosaruam HI

Conclusion : APPRCVED /
3akntoyenue: OCOQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: e LokymeHT ogoBper OOK: %
Date / ) Date / 20-07- 2ol
fara; T80 7202-1p fara: 5 L ‘

FMQCO003-15-09

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




- Authorized By (QA Head)
Slgn & Date: G\ ‘; i e

Produ‘g Name: Senode Tablet
*EXPORT/LOCAL: 82221 20/io

Batoh No. *

/1- 'S

:Ll,‘ =

MASTER FORMAT
CHEM PVE LTD, . ' & i " ‘ e |
e PLO';‘ No. 60-63, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
‘ TUEM ,PERNEM, .

U(};:(l;ﬂ X _Pf%ﬁ 2, Ref. Doc. No. | QA/(43 Page No. Lat s

INDIA. : ‘
Previous Product Name: Senode Tadalet  Previous BatchNo. 4£4052 LineN -

S‘lo 000 K<

Batclt size: Boooooo Neoc |

Nifg. Date: 071 {'.?_o z¢ Exp. Date: 06 / o027 Date-of inspection: from 1£.07-24 to 19-07-24
Keys: V= complies/OK NA =Not Applicable
- =No defects are observed X=Does not comply
Sr, SHIPPER NUMBER
No. s ol |16 |25 |24 | 43 1sa N\
1. | Shipper Top / Bottom Taping - — er fo—r — — |\
2. | Shipper Overprinting / Labeling ok e— | e~ |~ e |~ \
3. | Packer Name ' Deepali- @ IR0 S ani IRsjashize NaYant | Shabhanai | Pradnga|
14 Shipper Fill Vatue (160 x 2.5 x 24 )| R — e e P F * \ A j(a7xas )
5. | Bundling Quality / Pouch Quality NA NA | NA T NA | NA L T NR \
6. | Outer Carton Overprinting - NA NA NA FNA NA ™A \
7. | Inner Carton Serialization o e o Fo it ~— \
8 Cracked/half tablet/Broken tablets . B _ B B ) \
1 | edges.
-9, | Missing Leaflet — - — = - - \
Blister Overprinting / Smudgir '
s Emboss'mgrp ‘ A el P T e e T \
11. | Missing units/Extra units = = - = = - 42!
12. | Broken/chipping/ molted Tablets — = — = = - z
=
13. | Spot/ Powder In Blister / Tablets. = = = — = - a1
14. | sticking / Picking = - - - - - \
. | Sealing/foil/ pinhole/ forming \
i — ~ == i - _
defects
16, | Blister /Wrinkles / Improper _ B = _ N - \
" { Knurling/ Torn pocket
Foreign Product/Foreign/ B B \
17. s — - - _
extraneous Material
18 Wrong appearance/different shape B _ _ _ N - \ 4
" | of tablets/blister
19. | Colour of tablets L v - [ v N
20. | ** Other defect = - = g = = \
21. | Total Defects . - — = — = \
22. | Total replaced Units NA | A [NA [NA L NA | uR \
2. | Shipper wcigmggeach,shipp,ct after |21 0HO | 20-900 90,940 [ 21000 | 90.9C0 | 16-840
~7 | inspection (kilograny/gram)

Confidential Document

Restricted circulation

@)

17:.01.2u

FORMAT NO.: FMQA048-02-00




Authorized By (QA Head) |
, ' Sign & Date: SA5T 203
. MASTER FORMAT i e
HEM PVT. LTD. oo R o iy, ) '
e Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, ;
TUEM , PERNEM,
GOA — 403512, - Ref. Doc. No. | QA/048 _ Page No. 2 of 2
INDIA.
Sl Y e i i
Done By ~es¥? , S i \
i '70(‘» 5"")&\ ped \’.)'J"(&L ‘ém}w\ gest L N0 :
Checked By D | D [P [ (2 &~
o = _ 19-01-24[14.01- 24 {2 01. 24 [1a- 0T 24} 11 0 T- 24{ 00729 19-ey \
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
Totat shippers packed in 53 gu“ + ol 00Se Total shippers checked in batch 08
- Batch 4
¢ : = . = g -
| Total Quantity packed 58147 X 25 A20 ' %o O‘f Pack Stock carried out on 0l
batch
Defect Observed _
** [f any Other defect observed =
| | Nature Of Defect Observed ( Critical, Major, Miner). | -
Action Plan For Defect
ionPlan N
Corrective Action And Preventive Action ( CAPA) N
{ If Applicable For Details Enter CAPA Number) -
Decision For Further Pack Stock Inspection A
Total Replaced Unit Blister/Carton/Shipper NA
uf 0 A=
Certified By: bk e Rechecked By: 19-07.24 Approved By: g s ot A
(Packing Officer) {QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restrictred circulation FORMAT NO.: FMQA048-02-00
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