Cipla Ltd.

5 BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485181 | **Manufacturing Batch number:NA
Importing Country :Russia g:stomer :Dr.Reddy’s Laboratories

Sales Order No. :9506552/10 Quantity released: 5844X25X20’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 : Dosage form :Uncoated Tablets

Senna extract equivalent to 13.5 mg of Sennosides
A &B as Calcium Salts.

Package size : 25X20's | Type of Pack : Blister

Mfg. Date :11/2025 ' Expiry date :10/2028

**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/DRUGSI576/L - N -

Authorization Number /
Licence or Certificate of
GMP Compliance of a
manufacturer B - - _

Results of analysis | - Certificate of analysis attached

Comments/remarks 1'% e

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

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

b

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485181

Certification statement . | hereby certify that the information is authentic and amurate.—’
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
(without 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 | : Puja Kashalkar.

address of person | Quality Assurance Executive.
authorizing the batch | Simchem Pvt. Ltd.
release Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512

india

Signature of person | : B
authorizing  the  batch /QZL\\L‘;’K-—
release e

Date of signature = i
\1 -\ s
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg IMpoaykr: CEHAJ_ITF,ﬁ , TABJIETKH 13,5 mr

|

Batch No / Cepust Ne : 485181 Batch Quantity / Odbem cepun:

5844packs / ynakosok

AR No / Anaaurnuecknii oruer Ne : ARF/279/2025|Date of Analysis / Jlata anannsa: 12.12.2025

Date of Mfg / TaTa nponssoacrea:  11/2025 Date of Expiry / Toaen no: 10/2028

Analysis performed according ND / Auanus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne
Test / TlokaszarTenn

Result / PesyabTarth

Specification / Hopma

1 Description / Onucanmue

Complies / CooTetcTRYET

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. / ITnockue kpyrisie TabneTicn co
CKOIIEHHBIMH KPagMU OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOTO BeTa ¢ BKpalieHusMu. Ha ojHoii
cTopoHe TabieTky BhlAaBIeHO cnoBo «CIPLAY, Ha
ApYTOii - JIMHKUS paznoma.

2 Identification / IlognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTcTBYET OxpamnBanie aMMHa9HOTO PacTBOpa B KpacHsIii
AHTPaXHHOHOBbIE TIMKO3H LI y .
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC)/ CootBeTcTBYET chromatogram of the sample solution should
Metunnaparunpokcubensoar corresponds to the retention time of the principle
(BDAX) peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPAUBAHMS OCHOBHOI'O NHKA Ha XPOMAaTOIPaMME
HCIMLITYEMOTO PacTBOPA JOMKHO COOTBETCTROBATE
BPEMEHH YIEPKHUBAHHA OCHOBHOTO ITHKA HA
XPOMATOrpaMMe CTaHAAPTHOrO PacTBOpa
MeTunaparuapokcibensoara (paszaen
{ ’ «MeTtunnaparuapokcubensoar).
-3 | Average weight / Cpenpss 191.71mg / 191, 7 1mi | 189.99 mg £7.5% / 189,99 mr +7,5%
| I macca ’
L

Remarks : The Product conforms to ND/
Mpumeyanwue: MpogykT cooTBETCTBYET TpebosaHuam HA

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge / 5;:[ T
HokymeHT nposepeH OKK:

S

Approved by QA In-Charge / ot
LokymeHT ogobpeH OOK: %‘5/

Date / ' Date/
AR T S 2SO 228
i Hara V- ]
FMQC003-13-10
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

e



Cipla

) CERTIFICATE OF ANALYSIS
~ CEPTHDOUKAT AHAJTM3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485181

Batch Quantity / Oobem cepun:  5844packs / ynakoBok

-|AR No / Ananurnuecknii oryer No: ARF/279/2025 |Date of Analysis / Jlata ananunsa: 12.12.2025

Date of Mfg / dara npoussoacersa:  11/2025 Date of Expiry / I'oaen jo: 10/2028

Analysis performed according ND / Anaaun3 nposeaén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nzm. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

e Test / IokaszaTean
4 | Uniformity of weight / Complies / CooTseTtcTByeT 18/20 tablets NMT = 7.5 %/ 18/20 ne 6onee + 7,5
ORHOPOJHOCTB M0 Macce %
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%
5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce [pH BBICYIIHBAHUH
6 Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes

Pacteopenne

He menee 70 % (Q) cenHo3naos yepes 120 Mun

7 | Uniformity of Dosage units /
OIHOPOAHOCTE JO3HPOBAHUS

AV =56 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.

L]l =150; L2 =25.0,

[Mokasatens npuemaeMocti ata n=10 AV < L1.

B cnyuae, ecii 3Hauenue AV npesbimaer L1,

| npoBoasT vcnbiTaiie na ciedyiomux 20 obpasnax.
| 1na n=30 AV < L1. Bce 3Ha4eHUst Xi JOIKHbBI
YIIOBACTROPATH HCPABEHCTBY !

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

| L1 =150; L2 =250.

8 | Assay (Spectrophotometry)
KosimiecTBeHHOE  OTIpeac/eHHe
(CnexrpodoTomeTps)

[ From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of

14.10mg/tab / | sennosides calculated as sennoside B in one tablet. /
| OT 12,15 10 15,53 mr (o1 90,0 10 115,0 %)
14, 0%/ ra6 | CEHHO3M/IOB B Nlepecyere Ha CeHHO3UA B B oiHO#M

| TabneTke.
|

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooteseTcTeyeT Tpebosanuam HI | 3akniouenue: OQOBPEHO

Checked by QC In-Charge / £ oo
[LokymeHT nposepeH OKK: ot~

Approved by QA In-Charge /
[okymeHT ogobpen OOK: %’Lﬂ‘“

Date / - Date / _
[ara: Lo XL Aealig Nata i A b s o 2

FMQC003-15-10
Cipla Lid..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.

At : Simchem Pvt. Lid.. Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
~ CEPTUOHKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3z 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 485181 Batch Quantity / O6bem cepun: 5844 packs / ynakosox
.|AR No / Anaauruueckuii oruer Ne : ARF/279/2025 | Date of Analysis / lata anannza: 12.12.2025

Date of Mfg / lata npoussoxcrea:  11/2025 Date of Expiry / T'ogen n0: 10/2028

Analysis performed according ND / Anasnus nposeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Result / PesyabTarsi Specification / Hopma

Test / Toka3zatensb

9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxkanue
MeTHINaparnipokckbensoara 0,040Mmr/Tab
(BDXKX)

10 | MICROBIAL LIMIT TEST/ Mukpotuonorudeckas YuCTOTa

Total Aerobic microbial count /
Ob1ee unuca0 aIpoOHLIX 30
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Ob6utee uncno
IUICCHEBBIX H POIKIKEBBIX

rpndos

<10

10¢) | Bile tolerant gram-negative Not more than 107/ g / He Gonee 107 /r
bacteria/ YcToituusbie K
AefCTBUIO AKenuu

rpamMoTpHlarenbHbie 6akTepHu

Absent /O1cyTCTBYIOT

10d) | Staphylococcus aureus Absent /OTcyTCTBYHOT Absentin 1 g / OTcytctRue B 1 1

10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OvcyteTBue B 1 1

100 | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g /Otcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootseTcTByeT TpebosaHnam Hl]

Conclusion : APPROVED /
3aknwuenue: O0OBPEHO

Checked by QC In-Charge / ’3{\ Tt
NoxkymeHT nposepeH OKK: AT

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

=

Date / P -
,Ela‘ra‘ 1212 «2-¢C 3

Date /

s v >
[llata: i ke

FMQCO003-15-10

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

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Page 4 of 4/ Ctp. 4 13 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 485181 Batch Quantity / O6bem cepun:  5844packs / ynakosox
"|AR No / Anaautuyecknii oraer Ne : ARF/279/2025 Date of Analysis / lata apaausa: 12.12.2025
Date of Mfg / lata npousBoacrea:  11/2025 Date of Expiry / T'osen j1o: 10/2028

Analysis performed according ND / Anann3 nposegén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [Moka3zaTenb

Result / PesynbTarsl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 Tabaetok B
OnncTep U3 nIeHKH
MOTHBHUHUITXIOPHIHOH
(MOMMITHIIEHOBO/
NOAMBHHHIHICHXIOPUIHOMN) 1
anoMuHueBoii Gosbry, no 25
OMHCTEPOR B KAPTOHHYIO MavyKy
C BJOKeHHeM 25 uHCTpyKumil
110 MPUMEHEHHIO,

Package / VnakoBka - 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 B OJiMCTep M3 MIEHKH TPEXCAOHHOH
(IIBX/TI2/MIBAX) u amomuuueBoil Gonbru. [1o 2
und 3 Griuctepa BMecTe ¢ HHCTPYKIIMENR Mo
MpUMEHEeHHIO B KapTOHHYt0 navky. [To 20 Tabnetok
B GUTHCTED M3 MJICHKH MOJMBUHMIIXIOPUIHOM
(MONUATHIIEHOBOI / IOTUBHHHITHIEHXIOPHIHOM) H
AMOMHHUEBOI (honbru, no 25 61ucTepos B
KapTOHHYIO MAYKy C BAOKEHHEM 25 UHCTPYKIHUI 1o
MPUMEHEHHIO.

12 Labeling / MapkupoBska

According to ND /

B coorsercteumn ¢ HJJ

13 Storage conditions / Ycaosus
XpaHeH s

In a dry place, at temperature below 25 °C. / B cyXxom mecte npn remMneparype He

Bbilie 25 °C.

14 Shelf life / Cpok ronxocTu

3 years /3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooreercTayeT Tpebosaruam HIO

Conclusion : APPROVED /
3aknwyeHune: OQOBPEHO

Checked by QC In-Charge /

HokymeHT npoeepeH OKK: Lt

i Approved by QA In-Charge /
NokymeHT oaodper OOK:

e

Date /
Hara:

) 5

I I 1

Date /
HaTta:

122 2o s

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400015, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




MASTER COPY]|

=7
“@3%‘? Authorized By (QA Head) o
Sign & Date: oY
MASTER FORMAT
s a. " s PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
e i Ref. Doc. No. | QA/048 Page No. 10f2
INDIA.
Previous Product Name: Sencde  Telbiet Previous Batch No.: 4§ Si&o LineNo.: T .,1iL
Product Name: __Sencde  Tebiet v e, Bachsize: S1o.co00wn;
- Export Order No.:_9S06S52 /)0 BatchNo. : _+ 2 ?5-4-%?,/5’5”05'0\3 sl
Mfg. Date: .1\ /2025  Exp.Date: iol202¢ Date of inspection: from c¢«- v 1S to 0512125
Keys: v = complies/OK , NA =Not Applicable , - =No defects are observed , X= Does not comply
Sr. SHIPPER NUMBER
No. G ol | Y6 | 2% | 24 | 45 | 59
1. Shipper Top / Bottom Taping g " v v & = \
2. | Shipper Overprinting / Labeling - - — o i v \
3. | Packer Name Siivani | Rashe |Rosinani|PYatesnd Ankite |Qnkite |\
4. | Shipper Fill Valie (ioc x 25 x2¢)| o — — i B — L \* (([qyxakxedy)
Outer Carton Overprinting/ \
A NA N A
5| Serialization A il B
6. Innf:‘r/ .Cax?on Overprinting/ - e - - s = \
Serialization
7. | Broken tablets = - = il i \
8. | Missing Leaflet - - - = - - \
g | Blister Ov&prrmtmg / Smudging N . ok = - i
" | Embossing -
10. | Missing units/Extra units = - = gl ¥ %
11. | Chipping/ Mottled Tablets E - 5 = - = )
12. | Spot/ Powder In Blister / Tablets = s - o 5 - \ o ‘An_.’lﬁ
13. | Sticking / Picking - - = - - np
Sealing/foil/ pinhole/ forming
14. - . - = i -
defects
15 Blister /Wrinkles / Improper . = = — B
" | Knurling/ Torn pocket
16 Foreign Product/Foreign/ = _ _ i
" | extraneous Material -
17 Wrong appearance/different shape - s i
" | of tablets/blister - )
18. | Colour of tablets — -t v v v \
19. | * Other defect . - - - - - - \
21. | Total Defects - = =~ - - i A
22. | Total replaced Units NA NA | BA T A [~ T
23. | Shipper weight of each shipper _ - 7 )
after inspection (kilogram/gram) | ' 1S [2na0s | 20gs 20225 161430 |
A
; i \ | [
Done By ” ey (S hal [snehal ’Q(“,t"m‘\ %{\Q\(\[\\ g(\Q\ﬂa‘ 1 \
e | B 3 R [ S KIS :
Checlnd By - ! 4122 5|64 12-25(enn2 1509 * (;‘;'\'l L_ |
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-01



(Packing Officer)

%g' Authorized By (QA Head)
7 Sign & Date: g 3—@”’5
MASTER FORMAT

il PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEM INDUSTRIAL ESTATE,
T , PERNEM ,
Ty Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.

FINAL INSPECTION CHECKLIST:

Total shippers packed in Total shippers checked in batch

- S8 FUll 4 01L00Se e o6

- = .
Total Quantity packed SBUG X9 x00'S ;:IofPackStockcmnﬁdouton 10°] -
ch

Defect Observed =

* [f any Other defect observed =

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

Action Plan For Defect T

Corrective Action And Preventive Action ( CAPA) o

( I Applicable For Details Enter CAPA Number) ol

Decision For Further Pack Stock Inspection Y

Total Replaced Unit Blister/Carton/Shipper ~NA

. ~ . A
Certified By: 6 06 22025 Rechecked By: -~/ c= (= == Approved By: WS AY

(QA Officer)

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

FORMAT NO.: FMQAO048-02-01
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