Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIU3A
Page 1 0of4/Crp.1n34
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusnt Ne: 484055 Batch Quantity / Oobem cepun:  5849packs / ynakoBok
- AR No / Ananutaueckuii oruer No : ARF/121/2024|Date of Analysis / Jata anaausza:  30.07.2024
Date of Mfe / Jlata npoussoacrna:  07/2024 Date of Expiry / Topen no: 06/2027

Analysis performed according ND / Ananus nposeaén no H: TI N013745/01-180522, amend No. 1 dated
09.67.2024 /11 N(13745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTst Specification / Hopma

Test / Nokazarenb

| | Description / Onucanue Complies / CooTBeTcTBYET 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 kpyrible TabNETKH €O
CKOIIGHHBIMHU KPasiMU OT KOPUUHEBOTO 10 TEMHO-
KOPHYHEBOTIO LiBeTa ¢ BKpanneHusmu. Ha onHol
cropone tabnerku BeiasieHo cnoso «CIPLA», Ha
ApYroii - IMHKUA pa3ioMa.

2 Identification / TToaIHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtBeTcTByeT OxpalBaiie aMMHa4YHOrO PacTBOpPa B KpacHbIif
AHTpPax¥HOHOBBIE ITTHKO3H/IbI .4
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTrcTBYET chromatogram of the sample solution should
Metunnaparuapokciubenzoar corresponds to the retention time of the principle
(B3KX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAEPKUBAHUA OCHOBHOTO UKA HA XPOMaTOrpaMme
HCIIBITYEMOTO PacTBOPa JOJKHO COOTBETCTBOBATS
BpEeMEHH YAepiKHBAHHA OCHOBHOIO ITHKa Ha
XpOMaTorpamMme CTaHAaPTHOrO pacTBopa
meTunnaparuapokcubensoara (pa3aen
«Merunnaparspokcnbens3oar).

3 | Average weight / Cpeansist 188.65mg / 188,65mr 189.99 mg +7.5% / 189,99 mr £7,5%
Mmacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootseTcTByeT Tpebosatuam HI | 3aknwuyenue: ONOBPEHO

Checked by QC In-Charge / y Approved by QA In-Charge /

[okymeHT npoeepeH OKK: ';f,b"o [okymeHT ogobper OOK: %ﬂ/{
Date / . 5 Date / - , ol

Nara: 29 0OT2o2 by faTa: Z0c-07) . 2024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTUOHKAT AHAJIH3A

-

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEIIA,HE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 484055

Batch Quantity / O6sem cepun:

5849packs / ymakoBox

1AR No / Ananutuueckuii oruer Ne: ARF/121/2024

Date of Analysis / dara anannza: 30.07.2024

Date of Mfg / iata npousBoacrsa:  07/2024

Date of Expiry / Fonen no:

06/2027

Analysis performed according ND / Ananus nposeaér mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nzm. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTE M0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 He Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

OHOPOAHOCTE JA03HPOBaHHA

5 | Loss ondrying / [loTeps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BbICYIMBAHUH
6 | Dissolution / 77-96% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) ceHHozumos uepes 120 MuH
7 | Uniformity of Dosage units / AV =57 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.

[Toka3sarens npuemaemocTd aaan=10 AV <L1.

B cnyuae, ecin 3HaveHne AV npesbiwaet L1,
MPOBOJAT HcMbiTaHue Ha cnemyoumx 20 obpaszuax.
s n=30 AV < L1. Bce 3HaueHHs Xi JOJIKHbI
YII0BJIETBOPATEL HEPABEHCTBY:

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

Ll =153 L2=250.

8 | Assay (Spectrophotometry)
KosmuecTBeHHOE OnpeeseHue
(CrnexktpooTomeTpust)

14,16mr/Tad

14.16mg/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 mo 15,53 mr (ot 90,0 1o 115,0 %)
CEHHO3M/I0B B MepecyeTe Ha CeHHOo3M A B B onHoOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooteeTcTayeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknruenue: COOBPEHO

Checked by QC In-Charge / {I’F/b’p

[LokymeHT nposepeH OKK:

Approved by QA In-Charge /
[JokymeHT ogoBpeH OOK:

F

Date /

[ara: 20-0Tas2y

Date /

iinds 2007 2024

FMQC003-15-09
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CERTIFICATE OF ANALYSIS

~

CEPTH®UKAT AHAJIU3A

Cipla

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484055

Batch Quantity / O6bem cepun:  5849packs / ynakcsok

LAR No / Apanurudecknii oruer Ne : ARF/121/2024

Date of Analysis / IaTa ananuza: 30.07.2024

Date of Mfg / lata npoussoactaa:  07/2024 Date of Expiry / I'onen go: 06/2027

Analysis performed according ND / Ananu3 nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyabTarsi Specification / Hopma
Test / Mokaszarent
9 | Content of Methyl 0.042mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunaparuIpokcHdensoara 0,042mr/1a6
(BR¥KX)

10 | MICROBIAL LIMIT TEST/ Muxpo6Hoioraueckas 4uucToTa

10a) | Total Aerobic microbial count /
O mee Yucno a’3pobHbIx
MUKPOOPraHHU3MOB

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

10b) | Total combined yeast and mould
count / Ob1ee yucio

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

<10
TTECHEBBIX H JPOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g / He Gosee 107 /r
bacteria/ YcToiiuuBbie K
NEeHCTBHIO HKETUH
rpamMoTpHLATEbHLIE OaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcytctBHe B I T
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin | g/ OtcyretBue B I v
100 | Salmonella Absent / OTcyTCcTBYIOT Absentin 10 g / Otcyrereue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTeTcTBYET Tpebosanuam H | 3aknwoyenue: OJOEPEHO

Checked by QC In-Charge / ; Approved by QA In-Charge /
HokymeHT nposepex OKK: 99{/‘&) OokymeHT ogobper OOK: %ﬁ/’\g
E:.trz:! 20.07 J—f)l—\-} Bgiz:/ 2007 224

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
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Paged of 4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Tipeaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnn Ne :

484055

Batch Quantity / O6bem cepun:

5849packs / ynakosox

'AR No / Ananutnueckuit oruer Ne: ARF/121/2024

Date of Analysis / lata ananuza: 30.07.2024

Date of Mfo / iata nponssoacraa:

07/2024

Date of Expiry / F'onen no:

06/2027

Analysis performed according ND / Ananuz nposenén mo H/: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / [MokazaTte/ib

Result / Pesynbratsl

Specification / Hopma

Package / Ynakoska

Package / Ynakoeka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 Tabnetok B
OnucTep U3 NIeHKH
MOJHBHHUITXJIOPUIHO I
(monu3ITHIEHOBOI/
HOHHBHHHJUIBHX.HOPHJIHOF[) H
ANOMHHHEBOH (onbru, no 25
GNUCTEPOR B KAPTOHHYIO MayuKy
¢ BIOYKEHHEM 25 UHCTPYKLHIL
TO MPHMEHEHHIO.

Package / Vnakoska - 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
TabneTok 5 SNUCTEP U3 IIEHKN TPEXCIONHOMN
(MBX/AT2/MTIBAX) n antomunuesoii donsra. IMo 2
WK 3 GrncTepa BMECTe C MHCTPYKUMEH 1Mo
[IPHMEHEHHUIO B KapTOHHYI0 mauky. [To 20 Tabnetok
B O6/1MCTEp H3 MNEHKH MOJHBUHHUIXIOPHIHOMN
(mMonMITHNEHOBO / MONTMBHHIIAEHXIOPHIHOH) H
amoMHHHeBOiT (onbru, 1o 25 6auctepos B
KapTOHHYIO MauKy ¢ BAOKEHHEM 25 UHCTPYKUMIA 1o
NpUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cooteetrcTBHH ¢ H]]
13 Storage conditions / Ycnoeus In a dry place, at temperature below 25 °C. / B cyXxom MecTe npH TeMneparype He
XpaHeHHs! Bbite 25 °C.
14 | Shelf life / Cpox rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTayeT TpebosanHuam HA

Conclusicn : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / %ﬂb—D

Approved by QA In-Charge /

FEE

HokymeHT npoeeper OKK: HokymeHT ogobpeH OOK:
Date / ) Date / 20 0. 2020
Tara: 2907201y Homo: R K \

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




MASTER FORMAT

- Authorized By (QA Head)

Sign & Date: “-*‘ o ’\ oo

SIMCHEM PVT. LTD,

PLOT No. 60-65, Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

1

| TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM, &
ok AL Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.
Previous Product Name: QE naw Tablet ~ Previous Batch N o. h8Ko5Y, Line No. : 13
Product Name: Senade  Tablet o ) 570000 K45
*EXPORT/LOCAL: _$22 3750[i0 BatchNo. v+~ ° > 2 Bacli size: 3000000 NOS
Mg Date: 01{2024 Exp. Date:_06[2027 Date of inspection: from _20-¢7.2024 to_ 22012024
Keys: = complies/fOK NA = Not Applicable
- =Nao defects are observed X= Does not comply
Sr.- . SHIPPER NUMBER
MEFEER S s 3 ’
Ne. i 0i 14 | 24 3 Ly |59
1. | Shipper Top / Bottom Taping o v v v v ~ [\
2. | Shipper Overprinting / Labeling v v e v il v 1
3. | Packer Name IPyodnya [Pradnys Bhakti | ShvuH | Pratiksha R Wilima | |
4. | ShipperFill Value (100 X25X20°5)} « = } N v v k] (2 (Wq[X 25xp0's
5. | Bundling Quality / Pouch Quality NA L NA N [ NA NA NA \
| 6. | Outer Carton Overprinting NA NA NA | NA NA NA \
7. | Inner Carton Serialization ~ ~ v v ol v \
g | Crackedrhalf tablet/Broken tablets B B - _ _ B \
© | edges. '
9. | Missing Leaflet _ — = o - - ~ \
10. Blister (?verprmtmg/ Smudging s = oo oo " - \
Embossing " em LH
11. | Missing units/Extra units = = & = = o \ [Bae2”
12. | Broken/chipping/ molted Tablets — = = - - . !‘;ﬂ‘
13. | Spot/ Powder In Blister / Tablets. - - ot — = " \
14. | sticking / Picking — - — = - - |
15 Sealing/foil/ pinhole/ forming : = ~
T | defects i . =
16 Blister /Wrinkles / Improper = = e B B
" | Knurling/ Torn pocket -
Foreign Product/Foreign/ -
HE. R = == - - -
extraneous Material
18 Wrong appearance/different shape B _ . B _
7" | of tablets/blister =
19. | Colour of tablets ~ v v v v v \
20. | ** Other defect - _ — - = - \
21.. | Total Defects, = = - = - ~ \
22. | Total replaced Units NA | NA [ NA | NAO| NA A \
53 | Shipper weight of each shipper afier | 99,410 |20-2020-930 120990 | 20.990 {4430 \
77 | inspéction {(kilogram/gram)
=

Confidential Document

Restricted circulation

t9:07-24

FORMAT NO.: FMQA048-02-00



MASTER FORMAT

RMA S

' Authorized By (QA Head)
Slgn & Date: {3"’“%1— ¢ AQr 251

Ly

s EMPVT.LTD. | (N e s i ' e
e Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, -
iV, PERNEM,
T[}é{?\){A _P:g;;l;i Ref, Doc. No, QAIG‘;S Page No. 20f2
INDIA.
- VY Q\ 3 1‘“‘, -
Done By ‘QU&@ 5;\0_\\ wﬁ?ﬁp Sﬂgh(‘\ “!‘g\)ﬂ-b Smh“\ \\ -
e m e ® W : A<
'Check'ed'By g7.67.25 9901 M 27_,01,1'1 .22.(;11‘1 .21.9'1111 22.6724 @2-07-2‘&'\

*(For export mention the export order no.).

FINAL INSPECTION CHECKLIST:

(Packing Officer)

(QA Officer)

Total shippers packed in i Total shippers checked in batch
-[oeSe
: Batch ; 53 full -+ o ' o
T e 3 : " 1o [} 1 1
Total Quantity packed - £g4Hq W25 K2l ‘6| % of Pack Stock carried out on 10
batch
Defect Observed - -
** [f any Other defect observed i
Nature Of Defect Observed ( Critical, Major, Minar). B
" Action Plan For Defect NA
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
ey M1 ® D Lovetmon
Certified By 907 Rechecked By: _ 220124 Approved By: g -

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

19-0°77.24

FORMAT NO.: FMQA048-02-00






