Cipla Ltd.

BATCH RELEASE CERTIFICATE
' (FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485182 | **Manufacturing Batch number:NA ]

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10 Quantity released: 5847X25X20’s

Importing Country  :Russia

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/DRUGS/576/L .

Authorization Number /
Licence or Certificate of
GMP Compiiance of a
manufacturer

Results of analysis - Certificate of analysis attached

Comments/remarks re

*Packing lot/ batch number should be mentioned.
**Write NA if not applicable
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BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Cipla Ltd.

Genéric Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485182

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

(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
address of person

authorizing the
release

batch

: Puja Kashalkar.
Quality Assurance Executive.

Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
india
Signature  of  person ]
authorizing  the  batch W |
release |
S |
Date of signature C \642-202€ {
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Cipla

CERTIFICATE OF ANALYSIS

% CEPTUPUKAT AHAJIU3A
‘ Page1 of4/Crp.1u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr-
Batch No / Cepnsi Ne: 485182 Batch Quantity / O6bem cepun:  5847packs / ynakosok
.|AR No / Auanuruuecknii oruer Ne : ARF/280/2025|Date of Analysis / lara ananuza: 13.12.2025
Date of Mfg / lata npoussoacrea:  11/2025 Date of Expiry / Tosen jo: 10/2028

Analysis performed according ND / Ananu3 nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / Pesyabrarh! Specification / Hopma
. Test / TokazaTens
I | Description / Onucanue Complies / CooTseTcTRyeT 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 kpyrnbie TabneTku co
CKOLUEHHBIMU KPASMH OT KOPUUHEBOTO /10 TEMHO-
KOPHYHEBOIO LIBETA € BKpaluieHusMu. Ha oamod
cTopoHe TabneTkH BbiaaBneHo cnoso «CIPLA», Ha
NpYTOii - INHUs pa3aoMa.
2 Identification / ITounnHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBeTcTByeT OxpawnBaHne aMMHAYHOTO PacTBOPa B KpacHbIii
AHTP‘&KMHOHOBHE FITHKO3KAbI - uBer
2b) | Methyl Parahydroxybenzoate Complies / | Retention time of the principle peak in the
(HPLCY CootseTcTByeT chromatogram of the sample solution should
Meruanaparuapokcudensoar corresponds to the retention time of the principle
(BDIKX) | peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VIEPHKUBAHHS OCHOBHOIO MHKA HA XPOMATOrpaMmme
HCTBITYEMOr0 PACTBOPA [0JXKHO COOTBETCTBOBATH
BPEMEHIT YIEPKUBAHHS OCHOBHOTO MHKa Ha
XPOMATOrpayMme CTaHAapTHOro pacTBoOpa
meTuinaparnapokcubensoara (pazaen
«MeTuinaparuapokcudensoar).
| 3 | Average weight / Cpeanss 191.49mg / 191,49m1 189.99 mg +7.5% / 189,99 mr +7,5%
i macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanwme: MNpoaykr cooteetcTeyeT TpebosaHusm HI | 3akntoyeHne: OOQOBEPEHO
BN =
Checked by QC In-Charge / ﬁ{ £ ar Approved by QA In-Charge / wol
[oxymeHT npoeeper OKK: = J HokymeHT 0g06peH OOK: /
Date/ 1.y .90 ! Date_/ \5-12-2225
Aata: | fara:
FMQC003-15-10
Cipla Lid..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.

At : Simchem Pvt. Lid.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTUDOHUKAT AHAJIN3A

Page2 of4/Crp.2 u3z 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,Z[E®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485182

Batch Quantity / O6bem cepun:  5847packs / ynakosok

*|AR No / Anaautnaecknii oruer Ne : ARF/280/2025|Date of Analysis / laTa anaausza: 13.12.2025

Date of Mfg / lata nponspoacrsa:  11/2025 Date of Expiry / I'ogen no: 10/2028

Analysis performed according ND / Ananus nposeaén no HJX: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Pactsoperue

Result / PesyabTaThbl Specification / Hopma

N Test / MoxazaTenn
4 | Uniformity of weight / Complies / CooTBerctByer 18/20 tablets NMT + 7.5 %/ 18/20 ue Gonee + 7.5

OnHOPONHOCTL MO Macce %

2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss ondrying / [ToTeps B 1.9% NMT 6.0 % / He 6onee 6,0 %

Macce Mpu BbICY LIMBAHMH
6 | Dissolution/ 77-85% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units /
OnHOPOAHOCTL 103HPOBAHHA

AV =59 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:

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

Ll =150 L2=250

[Toxaszarens npuemiaemoct aas n=10 AV < L.

B cayuae, ecnn 3navenne AV npessiwaer L1,
MPOBOAAT HCTILITakKe Ha creayouinx 20 obpasuax.
Hasa n=30 AV < LI. Bee sHaueHnst Xi 1o bl
YAOBNCTBOPSITL HEPABEHCTBY:

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

L1 =150; L2=25.0.

8 | Assay (Spectrophotometry)
KonuuecteeHnoe onpeaeneHue
(Cnexrpodoromerpus )

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
Or1 12,15 10 15,53 mr (o1 90,0 no 115,0 %)
14.08mr/1a6 CEHHO3M/I0B B NiepecieTe Ha ceHno3ul B B oaHoi

TabneTke.

Remarks . The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cootseTcTByeT Tpebosanuam HY | 3aknwyenue: OQOBPEHO

Checked by QC In-Charge / 4/ - Approved by QA In-Charge / Q\W
LokymeHT nposeper OKK: = HokymenT ogobper OOK /(/
Do 13 0 e R 1w

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvi. Lid., Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -4035]2




Cipla

CERTIFICATE OF ANALYSIS
h CEPTUDUKAT AHAJIU3A

Page 3 of 4 /Crp. 3 u3z 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepuss No: 485182 Batch Quantity / O6bem cepun:  5847packs / ynakosox
‘|AR No / Anaaurnuecknii oraer Ne : ARF/280/2025|Date of Analysis / Jlata ananuza: 13.12.2025
Date of Mfg / lata npoussoncrea:  11/2025 Date of Expiry / I'oaen ao: 10/2028

Analysis performed according ND / Ananus nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / MMokazarenns

Result / PesysibTaTsi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepaxanne
MeTHInaparuapokcubensoara
(BRXX)

0.040mg/tab

0,040mr/1ab

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

10 | MICROBIAL LIMIT TEST/ MukpoGuonoryyeckas 4uctora

10a) | Total Aerobic microbial count /

Obuiee uncno adpobHbIX 10
MUKPOOPTaHH3MOB

Not more than 10" cfu/ ¢ / He Gostee 10 /r

10b) | Total combined yeast and mould
count / Obuiee uucno
NIECHEBbIX H APOKIKEBLIX

rpudos

<10

Not more than 107 cfu/ ¢ /He Gonee 10° /r

We) | Bile tolerant gram-negative
bacteria/ Yctoluussie k
AEHCTBHIO Kenun

rpaMoTpHUaTe/ibHbIE GHKTEPH H

Absent /OtcyTcTBYIOT

Not more than 107/ ¢ / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absent in | g/ Orcyretaue 8 1 ¢

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin | g/ Otcyrereue 8 | r

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Orcyrersne B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpogykr cootseTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / s Approved by QA In-Charge / i
[okymeHT nposeper OKK. e JokymeHT ogobpeq OOK: j{ﬁ:\///
Date/ . Date / -
[ara: L 2. ro1a [arta: \S-\2202 ]
FMQCO003-13-10

Cipla Ltd.,Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40001 3. India.
At : Simchem Pvt. Lid.. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

»

-

Pagedof4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

|Batch No / Cepnst Ne: 485182 Batch Quantity / O6bem cepun:  5847packs / ynakosox
AR No / Ananntudecknii oruer Ne : ARF/280/2025|Date of Analysis / Hara ananuza: 13.12.2025
Date of Mfg / lara npoussoacrsa:  11/2025 Date of Expiry / I'ogen no: 10/2028

Analysis performed according ND / Ananus nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / Mokazatenn

Result / PesyabTaThi

Specification / Hopma

Package / Y nakogka Package / Ynakoska -

in a blister made of

25 patient information
OJIMCTEP M3 NNEHKH

(NOJM3TUNEHOBOI/

no NMNpUMEHEHHIO.

PVC/PE/PVDC film and
aluminum foil, 25 blisters with

a carton. / 1o 20 Tabnerok B
MOIUBHHUIXJIOPUIHOH
MOMUBUHUIMACHXIOPUIHOM) U
amomMuaneBoil oabru, no 25

OAUCTEPOB B KAPTOHHYIO NAYKY
C BIIOJKEHHEM 25 MHCTPYKLIMH

20 tablets |Package / Ynakogka - 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 OMCTEP U3 NICHKH TPEXCIOiiHOI
(MBX/MI/TIBJX) u antomuuunesoii gponsr. Mo 2
UM 3 GNHCTEepa BMECTE ¢ MHCTPYKILIHElt no
MPUMEHEHHIO B KAPTOHHYHO nauky. o 20 rabnerox
B OMCTED M3 MIEHKH NOJAHBHHUIXITOPUAHOI
(NoAMITUNEHOROI / MONMBUHUITHAE HXAOPUIHOI) 1
amoMHHUEBOH (onbru, no 25 dnucrepos B
KapTOHHYIO MauKy C BIOKEHHEM 25 UHCTPYKIUHIA no
NPUMEHEHHFO.

leaflets in

12 Labeling / MapkupoBka According to ND /
B coorercTinn ¢ HJL
13 Storage conditions / Yenosus In a dry place. at temperature below 25 °C./ B cyxom mMecTe npu TeMiiepaType He
XpaHeHus BbiLe 25 °C.
14 Shelf life / Cpok ronxocTH 3 years / 3 roxa

Remarks : The Product conforms to ND/
lMpumeyarue: Npoaykr cooteeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3awntoyerue: O0OBPEHO

Checked by QC In-Charge / = | Approved by QA In-Charge / /g}\m@(
[okymeHT npoeepeH OKK: P HokymeHT ogobpen OOK: e

Date/ |%. 15 oy mopi™ Date / s

lata: s Jata: e ?,Lz : o

FMQCO05-15-10

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




p . [MASTER COPY|

P Autho By (QA Head) _
: Sign & Date: @W; 2P
MASTER FORMAT
TCEMEVIIAD. |1, PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUGOEI'IA’_P&MSII Elz’“ ’ Ref. Doc. No. | QA/048 Page No. 1o0f2
INDIA.
Previous Product Name: __Senad € Tdabitt Previous Batch No.; 425181 Line No.: T /I
Product Name: senade “Tabrt o Batch size: & 10+ 000 <85
- Export Order No.._ 4506552 [10 Batch No. : “+ 85182 [95R10509 3000000 oS
Mfg. Date: 112025  Exp Date: 1012028 Date of inspection: from _©25'12'25 10 06:12+ 25
Keys: V= complies/OK , NA =Not Applicable , - = No defects are observed , X=Does not comply
Sr. ] SHIPPER NUMBER
No. DEERCES O\ 17 28 | A 4¢ cq
1, Shipper Top / Bottom Taping il el v v’ il bl \
2. | Shipper Overprinting / Labeling ol e v v = -~ 1\
3. Packer Name gnakH | gpakH | kan8n jsengeeta | Pyachy | dona
4. | Shipper Fill Value ( 100X 25¥203)] v v N v o L \* (41 77 2 5420Y)
5, | Outer Carton Overprinting/ NA | N | NA | Na | Na | \
" | Serialization
Inner Carton Overprinting/ - P _ . \
6. Serialization v i -
7. | Broken tablets - - - — - - \
8. | Missing Leaflet = = - = - 5 1 \
9 Blister Overpnntmg / Smudging . - e - g . \
Embossing 7 \ b
10. | Missing units/Extra units - - - ~ - - =
11. | Chipping/ Mottled Tablets - = - - - - R
12. | Spot/ Powder In Blister / Tablets # " _ N - . %
13. | Sticking / Picking - - - - - - 1
14 Sealing/foil/ pinhole/ forming - _ - ~ _ B
" | defects B r
15 Blister /Wrinkles / Improper B B - = , . \
" | Knurling/ Torn pocket ] \
16 Foreign Product/Foreign/ B B B _ _ R
" | extraneous Material
17 Wrong appearance/different shape . - B B = _
" | of tablets/blister
18. | Colour of tablets v -
19. | * Other defect g
21. | Total Defects 5 )
22. | Total replaced Units ~ 0 ~N A
23. | Shipper weight of each shipper e
after inspection (kilogram/gram) |*""'" 7777
\ \
Aol ¢
Done By ) % 01.1 AL %,(\{\n
& 258 45|
l Checked By os? Lo\¥ E ¢ esalesias i N 1N

Confidential Document Restricted circulation FORMAT NO.: FRiQA048-02-01
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MASTER COPY

vt e

é%%% Authorized By (QA Head)

Sign & Date: W,ﬂ,wﬂ

" MASTER FORMAT

e L~ | M PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM,

. GOA 403512, Ref. Doc. No. | QA/048 Page No. 2 0f2

INDIA.

FINAL INSPECTION CHECKLIST:

Total shi acked in Total shippers checked in batch
i i SSRJIl 4 01 LOOSEe " 06
Total Quantity packed 584~ o Sx 203 % of Pack Stock carried out on 10 *l «
batch
Defect Observed =
* If any Other defect observed B
Nature Of Defect Observed ( Critical, Major, Minor) -
Action Plan For Defect ~NA
Corrective Action And Preventive Action ( CAPA) A
( If Applicable For Details Enter CAPA Number) )
Decision For Further Pack Stock Inspection NT
Total Replaced Unit Blister/Carton/Shipper i
Ry ; @mﬁ o
Certified By: & 0¢. |2 2025 Rechecked By: -+~ & = - Approved By: B S
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)

Confidential Document Restricted circulation FORMAT NO.- FMQA048-02-01




[JOT

JAPNDIIXNT durINSSY AJ[EN) - IS

[euonewII Uy . 0€ISTI0SD €06€6L1000 N Biqe L
AP steanmonporiyg reyoy 67157108 206€6L1000 #ST DPIOUISS WORIED | T8IS8F | openag
By ‘ON By AJIMPIBNUBIA ] JO WISAG R
Jo Lyuno)y SHEN IS RONERY LIy AANJIBINUBIA [V dVS woug “oN yaseq [dv SWEN 1AV ON'd dd et _

:Mo[aq se
ST yoreq sanoadsar Jo Fuumjorynuewr ur pasn [Jy Surpreder mmﬁuwuﬁvﬁ.ﬁﬁ.tiEmaoeﬁmmsumvobzoﬂﬁ:mﬁmaa_ozﬁoazo_oﬁ_EE&ESQm_ mEP

,\mA\B..ﬁ._ Mﬂ e

C8IS8F "ON Yyoreq
HLVOIILLYAD ASVATHY HOLVY

T NNANIAAY




