Cipla Ltd.

. BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484065

| *Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5847X25X20's

Marketing Authorization Number: N013745/01 (Product Registration No.)

Name and address of | Cipla Ltd., Peninsula Business Park

Marketing Authorization | Lower Parel, Mumbai, India
Holder:

Strength / Potency :
Senna extract equivalent to 13.5 mg of Sennosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :08/2024

Expiry date :07/2027

**Pack before : NA

(Incase of products (Pellets / Tablets) packed in fibre / HDPE drums.)

Name and address of | Simchem Pvt.Ltd.
Manufacturing site /| Plot No. 60-65,
Packaging site / Testing | Tuem Industrial Estate,

site Tuem Pernem,
Goa-403512
India

Manufacturing : GO/DRUGS/576/L

Authorization Number /
Licence or Certificate of
GMP Compliance of a

manufacturer
Results of analysis : Certificate of analysis attached
Comments/remarks -

*Packing lot/ batch number should be mentioned.
**Write NA if not applicable
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484065

Certification statement

| hereby certify that the information is authentic and accurate.
This batch of product has been manufactured, including
packaging and quality control at the mentioned site(s) in full
compliance with the GMP requirements of the Regulatory
Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to
be in compliance with GMP and the Technical Agreement
between Cipla and Dr. Reddy’s Laboratories SA
§ithout deviation)(or with deviations assessed as having no
effect on the quality of the finished product. Details of any such
deviations are appended).

The batch is hereby released for supply to Dr. Reddy’s
Laboratories SA

Name and position/title and
address of person

| authorizing  the
release

batch

: Puja Kashalkar.
Quaiity Assurance Executive .
Simchem Pvt. Ltd.
Plot No. 60-65,
Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person | : e
authorizing  the batch %&5/ ’
release
Date of signature 2.%-08 2024
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Cipla

CERTIFICATE OF ANALYSIS

* CEPTHOHUKAT AHAJIM3A

Page1of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE”, TABJETKM 13,5 mr

Batch No / Cepust Ne: 484065

Batch Quantity / O0bem cepumu:

5847packs / ymakoBox

‘AR No / Ananarnueckuii oraer Ne : ARF/140/2024|Date of Analysis / Iara ananuza: 23.08.2024

Date of Mfg / Iata nponssogcrea:  08/2024

Date of Expiry / Tonen jo:

07/2027

Analysis performed according ND / Ananu3 nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / IlokazaTeib

Ne Result / PesynbTathi

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. / [Tnockue kpyraeie TabneTku co
CKOLIEHHBIMY KPAsMH OT KOPHIHEBOTO A0 TEMHO-
KOPHYHEBOTO LBETa C BKparneHnsMu. Ha ogHo#
cropoHe TabneTkH BuigapaeHo cnoBo «CIPLA», Ha
Apyroii - THHHA pa3aoMa.

2 Identification / TToaAnMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET OkpaimuBaiie aMMHAYHOrO pacTBOpPa B KPACHBI
AHTPaxHHOHOBLIE TITMKO3HIbI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtetcTBYeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BRXKX) peak in the chromategram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepKHBAHUA OCHOBHOIO NMUKA HA XPOMATOrpaMme
HCMBITYEMOT0O pacTBOpa AOJIMHO COOTBETCTBOBAThH
BPEMEHH YOEPKHBAHHA OCHOBHOI'O TIHKa Ha
XpoMaTorpaMMe CTaHJapTHOrO pacTBOpa
meThinaparuapokeubensoata (pazmen
«MeTunnaparuapokcudeH30ar).

3 | Average weight / Cpennss
macca

191.26mg/ 191,26mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTCTBYET TpeboBaHuAM HI

Conclusion : APPROVED /
3axnwyenue: O0OBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /7
[HokymeHT nposepeH OKK: 5726'“(,) [okymeHT ofobper OOK: W
Date / Date /

Nara: 2298 2oxy [ara: 230872024

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

-

CEPTHOUKAT AHAJIM3A

-

Page2 of 4/ Crp. 2 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484065

Batch Quantity / O0bem cepun:

5847packs / ynakosox

AR No / Ananaruyeckuii otuer Ne : ARF/140/2024

Date of Analysis / lata ananmsa: 23.08.2024

Date of Mfg / lata npoussojacrea:  08/2024

Date of Expiry / I'caen no:

07/2027

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

Ne

Test / TokazaTenn

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTE O Macce

Complies / CooTBeTcTBYET

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

OnHOPOAHOCTE 103HPOBAHKSA

5 | Loss on drying / [Totepsa B 2.7% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BbICYLIHBAHHH
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cerno3naoB yepes 120 mun
7 | Uniformity of Dosage units / AV =6.0 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.

[Mokasatens npuemaemoct ans n=10 AV < L1.

B cnyuae, ecnu 3nauenue AV npessbiaer L1,
NPOBOJAT HenbITAHME Ha crnedyomnx 20 obpazuax.
Jina n=30 AV < LI1. Bce 3Ha9eHust Xi 0OJIKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

L1 =15/05L2=25,0.

§ | Assay (Spectrophotometry)
Konwnuecrsenuoe onpeaciieHHue

(CnektpodoTomeTpHs)
14, 14mr/Tad

14.14mg/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 (ot 90,0 no 115,0 %)
CEHHO3MI0B B NiepecyeTe Ha CeHHO3HA B B 0HOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTcTByET Tpebosaxuam HI

Conclusion : APPROVED /
3aknwyenue: O0OBEPEHO

Checked by QC In-Charge / O o
[okymeHT npoeepeH OKK: SZP/ H

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /

Nara: 2308202y

Date /

[ara: 2308 2024

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

~

CEPTHOUKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484065

Batch Quantity / O6bem cepun:  5847packs / ynakoBox

‘|AR No / Anannrndeckiii oruer Ne : ARF/140/2024|Date of Analysis / ara anananza: 23.08.202

4

Date of Mig / lata npoussoacrsa:  08/2024 Date of Expiry / Ioaen ao: 07/2027

Analysis performed according ND / Ananu3 nposeaés no B/L: II N013745/01-180522, amend No. 1 dated

09.07.2024 / 1T N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTsl Specification / Hopma
Test / lNokazaTennb
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
meTHanaparuapokcubensoara 0,043mr/126
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHonoruueckas 44cTota

102) | Total Aerobic microbial count /
OGmee uncno a3poOHbIX
MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / O0wee 4yucao

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

<10

TJIECHEBBIX H IPOIKIKEBBIX

rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He 6onee 10° /r

bacteria/ Ycroifausble k

JEHCTBHIO KeTuH

rpamMoTpHIaTenbHble GaKTepHH
10d) | Staphylococcus aureus Absent /OTCYTCTBYFOT Absent in 1 g/ OrcytctBue B 1 T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcTBue B 1 1
100 | Salmonella Absent / OteyTeTBYIOT Absent in 10 g / Oreyrereue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooTeeTcTeyeT TpebosaHusm HO | 3akntoyuenue: OJOBPEHO
Checked by QC In-Charge / —D Approved by QA In-Charge / oD
NokymeHT npoeepeH OKK: ’r‘:J’e JokymeHT ofgobpeH OOK: ﬁ'\//
Date / Date /
fara: ed3 - aR-aess Oara: 2-3.08: 2024

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
CEPTHOUKAT AHAJIU3A

.

Paged4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,H,F, TABJETKH 13,5 mr

Batch Quantity / O6bem cepun:  5847packs / ynaxoBok

[Batch No / Cepus No : 484065

AR No / Ananurnueckuii oruer Ne : ARF/140/2024

Date of Analysis / lara anaan3za: 23.08.2024

Date of Mfg / Iata npoussoactea:  08/2024

Date of Expiry / I'ogeu go: 07/2027

Analysis performed according ND / Anasns nposeaén no HJT: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThbl Specification / Hopma
Test / [Toka3aTenb
11 | Package / Ynakoska / Ynakoeka - 20 tablets ; ;
& ]i;a;k;%:ter nfa d(e of . Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
25 natient in fo’rmation i carton. 20 tablets in a blister made of PVC
o e 1o 20 raonetoc b | |/PE/PVDC film and aluminum foil, 25 blisters with
B 'm stscmsisis 25 patient information leaflets in a carton. / ITo 20
nommip}mnx_no ik Tabnetok B Gnuctep U3 NIEHKK TpexXcnoiHoh
(mﬂmmmﬂoﬂfm . (TIBX/T/TIBJIX) 1 amomuunesoi hombri. TTo 2
RS AT unu 3 GnMcTepa BMecTe ¢ HHCTPYKIIHeit no
e choni i 115,25 NPHMEHCHHIO B KapTOHHYH0 nauky. 1o 20 tabnetok
] ~ e
6HCTePOB B KAPTOHHYIO TIATKY B GJmcTep U3 MICHKH MOJTABHHHIXIOPHIHOMH
A (NONUATUNEHOBOH / NONMHBHHWIAEHXIOPUHOM) U
T HMcHeAHHIO ¥ anmoMuHKeRoH Gonbru, mo 25 GIMCTEPOR B
p y KapTOHHYIO MAa4Ky C BIOKEHHEM 25 MHCTPYKUMI 1Mo
NPHMEHEHHUIO,
12 Labeling / MapkupoBKa According to ND /
B cooTercTBuM ¢ H]|
13 Storage conditions / Yenosusa In a dry place, at temperature below 25 °C. / B cyXom MecTe Mpyu TEMTIEPATYPE He
g ry p p paTyp
XpaHeHus Boite 25 °C.
14 | Shelflife / Cpox ronnoctu 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTcTBYET Tpebosanuam HI

Conclusion : APPROVED /
3axnwovyenue: O0JOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: gﬁ/w

Approved by QA In-Charge /
HokymeHT ogobper OOK:

ot

Date /

[ara: 22 0R2102Y

Date /

Nata: 23081014

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




- Authorized By (QA Head)
| Sign & Dal;e QLW/ (022"

) MASTER FORMAT i
. SIMCHEM PVT. LTD, iz . *
. FLOT No. 6“—65, P{lt!‘e % i"““ic}x STG“ : xLJBPEC .llOPT CHECKiJIBT 'EX’POQT
TUEM INDUSTRIAL ESTATE,
UEM , PERNEM, A : .
'G()A—‘I-UESI-E, ] Ref, Doc. No. QA/048 Page MNo. . 1 1 sz
INBIA, ;
revious Product Name: ___3engdé “Jablet  Previous Batch Ne. k8 4064 LineNo.: 1
| Product Name: Senade Tawyet s10-000K3s |
* *EXPORT/LOCAL: 815525610 BatckNo: - 484065 Batolr size: 3000000 Ns§_ |

Mifg. Date: _03]2624  Exp.Date:_o1]2027

Date-of i mspewen from _c9-08.2024 to 120824

Keys: V= complies/OK

- = No defects are observed

NA = Nof Applicable
X=Daes nat comply

: Sr ' DEFECTS. SH’IPPER_NMR
No. DEFE Ol 7 2 | 245 46 | 59
1. | Shipper Top/ Bottom Taping v | e P v | L = | v I}
1 2. | Shipper Overprinting / Labeling L v L L L 1Y
{3, | Packer Name oo oS S Taelol | oishd fadi |
-t 4. | ShipperFill Value (1ooxz5x20'S) | v~ v e v o O W (atras4ed'sS)
t 15. | Bundling Quality / Pouch Quality NEe N NA Np PN NA
- | 6. | Outer Carton-Overprinting ™A NA NA | NA NR O ER | \
" 7. | Inner Carton Serialization & v v ne=" R — \
g | ‘Cracked/half tablet/Broken tablets ' \
| edges. =i = = » i e
9. [ Missing Leaflet = — e _— = \
. Blister Overprinting / Smudging '
i 10. | 'Emboss—in-grp © ol i el i il L \
11. | Missing units/Extra units = - - - - - |
"12.- { Broken/chipping/ molted Tablets — — - - - —
13. | Spot/ Powder In Blister / Tablets. - = A= = I = = ™ ﬂ?: 0%+24
| 14. | sticking / Picking - - = - - ~ L\
. Sealing/foil/ pinhole/ forming - \
Nik , - - - - =
| defects .
16. | ‘Blister /Wrinkles / Improper B _ B _ \
" | Knurling/ Tornr pocket - - -
17, | Foreign Product/Foreign/ ~ B B \
17" | extraneous Material B = -
18 1 Wrong appearance/difterent shape _ - ~ '
77 | of tablets/blister # - Nz
19. | Colour of tablets oo — — — [ g | \
20. | ** Other defect - - - = = . \ \
- |- 21, | Total Defects - = T S | ] \
| 22. | Total replaced Units w A Ne [ NA A ] VA NP \
5y | Shipper weight of each shipper afier |\ 5o |y 019 ec|20Gr0|20°P20| 2992 0 N2 Jos} : \ ]
| inspection (kilogram/gram) . ; - :
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Restricted circulation FORMAT NO.: FMQA048-02-00
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' Authorized By (QA Head)
Sign & Date: AL ;2%

7 | IASTER FORMAT |
BMCHEMPVEIED.  Foiite PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEN INDUSTRIAL ESTATE, - e
b 5 | Ref. Doc. No. | QA4S . Page No. - 2 of2
| INDEA : :
1 s : ‘ ' Ot {20824 ||
i Benor| |8 nenal|Sneha]|Snthrd| Spehe] [50@hal Mnu
$r. ' R Ta @ & [ | o TN g
- | Checked By 19:0821 [i:08:97] 19-0% 2% {20827} 10 03171 [lp-02-2 \ 5

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

- Total shippers packed in | ' Total shippers checked in batch
| Batch 5gfull A+ olloole | o6
: ' Total Quantity packed | copns 00 P ,% of Pack Stock carried out on 0 s
batch _
o L3
Defect Observed - _
** If any Other defect observed =
- | Nature Of Defect Observed ( Critical, Major, Minor)
Action Plan For Defect
wR
Corrective Action And Preventive Action ( CAPA)
( If Applicable For Details Enter CAPA Nuraber) WH
- Decision For Further Pack Stock Inspection
_ ' ™A
Total Replaced Unit Blister/Carton/Shipper N A
Certified By & (2:98-21 Rechecked By: _ @ 13-08-24 Approved By: /@@‘\\%-GB- 2ae 4
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive) o
Confidential Document ‘ Restricted circulation FORMAT NO.: FMQA048-02-00



