Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485171

| **Manufacturing Batch number:NA

Importing Country

:Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released: 5843X25X20's

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

Name and address of
Marketing Authorization
Holder:

Cipla Ltd., Peninsula Business Park

Lower Parel, Mumbai, India

Strength / Potency :

Senna extract equivalent to 13.5 mg of Sennosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 256X20’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
Manufacturing site /
Packaging site / Testing
site

Simchem Pvt.Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512

India

Manufacturing
Authorization Number /
Licence or Certificate of
GMP Compliance of a
manufacturer

: GO/DRUGS/576/L

Results of analysis

: Certificate of analysis attached

Comments/remarks

*Packing lot/ batch number should be mentioned.

**Write NA if not applicabie
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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 :485171

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
@g@@@(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/ftitle 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
release

batch

g

Date of signature

A0 Qe sg”
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTUDUKAT AHAJIU3A

Pagelof 4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 485171

Batch Quantity / Qosem cepun:

5843packs / ynaxopok

AR No / Aranuruuecknii otuer Ne : ARF/256/2025 |Date of Analysis / lata anamuza: 20.11.2025

11/2025

Date of Mfg / laTa npounssoacrsa:

Date of Expiry / l'ogen po:

10/2028

Analysis performed according ND / Ananu3s nposeaén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / NMokasavein

Result / PesyabTaTn!

Specification / Hopmva

| Description / OnucaHue

Complies / CooTsercTByeT

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 kpyribie TadreTkn co
CKOUIEHHBIMH KPasAMU OT KOPUUHEBOTO 10 TEMHO-
KOPWUYHEBOIO LBETA C BKparieHusamMu. Ha oaHoii
cropoHe TadneTkH BoiaasaeHo cioBo «CIPLA», Ha
Npyroii - THHHA paznoma.

2 | Identification / [ToaauxHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpaiiBanie aMMHaqHOrO PacTBOpa B KpacHbIii

AHTPaXHHOHOBbIE TITHKO3H bl e

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsetcTByeT chromatogram of the sample solution should
Meruanaparuupokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YACPKHUBAHHS OCHOBHOTO ITHKA HA XPOMATOIPaMMe
MCITBITYEMOrO PAcTBOPA JIOJHKHO COOTBETCTBORATE
BPEMEHH YIEPKUBAHHSA OCHOBHOTO ITMKA HA °
XpOMaTorpamme CTaHAapTHOTO PACTBOPA
MeTuinaparuapokcubensoarta (paznen
«Merunnaparuapoxcudensoar).

Average weight / Cpennss
macca

(5]

189.23mg / 189.23mr

189.99 mg +7.5% / 189,99 mr +7.5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogyKT cooTBeTCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHme: OQOBPEHO

Checked by QC In-Charge / L_f t.o Approved by QA In-Charge / o
HokymeHT npoeeper OKK: T HokymeHT ogobpen OOK: (%)/-
D — Date / -

,.El,:'tre:r.Jr 2 s e & ﬂ:Ti: 26\ 2025

FMQC003-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDUKAT AHAJTM3A

Page2 of 4/ Crp.2 u3z 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485171

Batch Quantity / O6bem cepuu:

5843packs / ynakosox

‘AR No / Anaantudecknii oruer Ne : ARF/256/2025

Date of Analysis / lata anammsza: 20.11.2025

Date of Mfg / lata nponssoacra:  11/2025

Date of Expiry / I'onen no:

10/2028

Analysis performed according ND / Ananu3s nposenén no HJ/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / INokazatens

Result / Pesyabtatsl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTH MO MAcCe

Complies / CoorsetcrByer

18/20 tablets NMT + 7.5 %/ 18/20 we 6onee + 7.5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

OllHOpOJlHOCTb JA03WpOBAHKA

5 | Loss ondrying / Noteps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BICYIHBAHUH
6 Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosuios depes 120 Muu
7 | Uniformity of Dosage units / AV =6.1 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 < LI. All values of xi must satisfy the
inequality:

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

Ll = 15.0; L2'=25.0.

[Toxasarens npuemaemoct wian=10 AV < LI.

B cayuae, ecnu 3uadenne AV npessiiaer L1,
NPOBOAAT HCNbITAHHE Ha cheayowux 20 obpa3zuax.
s n=30 AV < L. Bece 3HaueHus Xi 100K11b1
YIIOBJIETBOPSTH HEPABEHCTRY

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

Ll=15,0; L2 = 25,0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeaeiecHHe
(CnexTtpodoTomerpua)

14,05mr/Tad

14.05mg/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 10 15,53 mr (01 90,0 10 115,0 %)
CEeHHOIHUI0B B NepecyeTe Ha ceHHo3ua B B oanoii
Taonerke.

Remarks : The Product conforms to ND/
Mpumeuanme: MpoaykT cooTeTCcTBYET TpeboBaHuam H

Conclusion : APPROVED /
3aknwyeHue: OQOBEPEHO

Checked by QC ln-Chargg/ ‘.sa—P £ Approved by QA In—Charge/ \eaP
HokymeHT nposepeH OKK: il HokymeHT ogobper OOK: /
g:iea'/ EY St I Esi:/ 26112025

FMQC003-15-10

Cipla Ltd..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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

~

Page3 of 4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485171

Batch Quantity / O6bem cepuu:

5843 packs / ynaxosok

AR No / Anaantuuecknii oruer Ne : ARF/256/2025|Date of Analysis / lara anannza: 20.11.2025

Date of Mfg / lara nponsBoacrsa:  11/2025

Date of Expiry / I'osen jo:

10/2028

Analysis performed according ND / Ananun3 nposenén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / [Moka3zaTens

Result / PesynbraThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanune
MeTuanaparuapokcudensoarta
(B2XKX)

0.039mg/tab

0,039mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpobuonory4eckas 44cToTa

10a) | Total Aerobic microbial count /
Obuiee uMcno azpobHbIX 50
MHKPOOPraHu3MoB

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

10b) | Total combined yeast and mould
count / Ob1uee yncno <10
TJIECHEBBIX W APOMKHKEBBIX
rpubos

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToliuuBbie K
NEHCTBHIO 7KeT4H
rpaMoTpHuaTebHble OakTepuu

Absent /OTcyTeTByIoT

Not more than 10>/ ¢ / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrctBue B |

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 ¢/ Orcyrersue B |

101) | Salmonella

Absent / OTcyTcTBYIOT

Absentin 10 ¢ /OTtcyrerBue B 10 g

Remarks ' The Product conforms to ND/
Mpumeyanue: NponykT cooteeTcTayeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwyenune: OJOEPEHO

Checked by QC In-Charge / ( .o
HokymeHT npoeepeH OKK: —l—"""

Approved by QA In-Charge / Yob
JokymeHT ogobper OOK: /(%)/

Date /

Jara: D& ] Bk R

Date /

fara: 20 \i-202¢

FMQCO003-15-10

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




Cipla

CERTIFICATE OF ANALYSIS

: CEPTUOUKAT AHAJIA3A

. Paged4 of 4 /Crp. 4 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No/ Cepun Ne: 485171 Batch Quantity / O6wem cepun:  5843packs / ynakoBok
AR No / Ananutuuecknii oruer Ne : ARF/256/2025|Date of Analysis / Jara apannza: 20.11.2025
Date of Mfg / laTa npoussoacrsa:  11/2025 Date of Expiry / logesn no: 10/2028
Analysis performed according ND / Ananns nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / Pe3yabTaThi Specification / Hopma
{1

" Test / [MTokasaTenn

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  [carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I'lo 20 Tabnerok B 25 patient information leaflets in a carton. / TTo 20
OAMCTEp M3 TUICHKH Tabnerok B 6iHCTEP M3 [IEHKH TPEXCIIOHHOI
MOMMBHHWIXJOPHAHOH (INBX/TI2/TIBAX) v amomunnesoii (onsru. Io 2
(MoauITHAEHOBOIH/ MM 3 BHCTepa BMECTE ¢ MHCTPYKLMEI 1o
MOJHBUHWIHAEHXJIOPHAHOM) U |MPUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnerok
anoMHHHeBoi Qombru, no 25 B GnucTEp W3 MICHKH MOMHBHHUAXIOPUAHON
ONMCTEPOB B KAPTOHHYIO MauKy |(MOAMITHUIEHOBOI / NONHBHHHIKAEHXI0PHAHOM) 1
€ BJIOKEHHEM 25 MHCTPYKUHH anoMHHUEBO# (onkru, no 25 GiMCTEepoB B
10 NPUMEHEHHUIO. KapTOHHYIO MUKy ¢ BAOKEHHEM 25 HHCTPYKUHI 10

NPHMEHEHHTO.

12 Labeling / MapkupoBka According to ND /
B cootsetcTBum ¢ HJJ

13 Storage conditions / YVcnosus In a dry place, at temperature below 25 °C./ B cyxom mecTe npu TemMneparype He

XpaHeHHs Bbitue 25 °C.
14 Shelf life / Cpox roaHoct# 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanwue: NpoaykT cooTBeTcTByeT Tpebosanuam HA

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge / 'f b
HokymeHT nposepeH OKK: Tl

Approved by QA In-Charge / Yaf
HokymeHT ogobper OOK: e e

Date /

Dara: Lo b bosd

Date /
Oarta:

20-\\-2025
=

FMQC003-15-10

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




g Authorized By (QA/Plgad) <
% Sign & Date: %:ﬁf;/ e o
MASTER FORMAT . P
IMCHEM PVT. LTD.
. PLOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM ,
’ GOA - 403512, Ref. Doc. No. | QA/048 Page No. I of2
INDIA.
Previous Product Name: Sevwade  Table b Previous Batch No.: 425170 LineNo.: T, I~
Product Name: Secde Talolet Batch size: 5?': c-oocok %iis
71 - 4 oGO oo
Export Order No.: Is0é552 /10 Batch No. : _4 8517 1 /sA1047s -
Mfg. Date: \'\ (2025  Exp.Date: \o /2028 Date of inspection: from \\-\\-2 & 0 (11128
Keys: ¥ = complies/OK , NA =Not Applicable , - =No defects are observed , X= Does not comply
Sr SHIPPER NUMBER
' DEFECTS —
No. ol A9 29 5 4L ]
1. | Shipper Top / Bottom Taping — e o - wr o \
2 Shipper Overprinting / Laﬁ:ling - = — & - — \
3. Packer Name Sanaye | Ditkhe  |Shobhenyl Kamsan | Senaecty] Sangeets \
4. | Shipper Fill Value (105 x 25 x2¢7) o o o goe I, we o 4 \ *db3 < 2F x20)
Outer Carton Overprinting/ ’ ' _ \
3| Serialization MR [ NR A ] N A ] A
6 Inner Carton Overprinting/ \
' Serialization = ol 5 E = il
T Broken tablets - = - - - -
8. | Missing Leaflet = = - = = =
9 Blister Overprinting / Smudging \
' Embossing il il - il i =4
10. | Missing units/Extra units ~ - - — ~ - \
11. | Chipping/ Mottled Tablets - = = = 5 & N F\
12. | Spot/ Powder In Blister / Tablets B B = N - = i | \
13. | Sticking / Picking < - - = - = T
14 | Sealing/foil/ pinhole/ forming B ) - \
" | defects - e i
15 Blister /Wrinkles / Improper ~ B B _ =
" | Knurling/ Torn pocket B
16 Foreign Product/Foreign/ - _ B = - _
" | extraneous Material
17 Wrong appearance/different shape - o s . . = \
" | of tablets/blister
18. | Colour of tablets — s Ve . 2 PR ]
19. | * Other defect - - - - - - .
21. | Total Defects - N ’ = &= = ) \
22. | Total replaced Units A A A oA | A | A \
23. Shippcr welghi of_eac shipper P! e RO e C —
after inspection (kilogram/gram) g ?
D B \,\‘*\ N 3 Pt i - \ \_L,\ \
one By e S e o o’
e == = == e == =1 | 1T Y
Checked By ‘}%.&?1 . I,TB% . ‘:E?% ; .-j o i j; ; ‘—;1 :L,,? ;
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-0!
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R — o inlar

MAQ! QC OY

Authorized By (QA Head) |
Sign & Date: %gf_,,;. 202>

o . MASTER FORMAT

IMCHEM PVT. LTD.

: Cpl,o—r No. 60-65, Title 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 shippers packed in Total shippers checked in batch
Batch q? Full 4 ol Luese [é
: = -
Total Quantity packed FPLA % 25w 1L % of Pack Stock carried out on —
batch
Defect Observed
* If any Other defect observed =
Nature Of Defect Observed ( Critical, Major, Minor)
Action Plan For Defect iR
Corrective Action And Preventive Action ( CAPA) <o
( If Applicable For Details Enter CAPA Number) !
Decision For Further Pack Stock Inspection it
Total Replaced Unit Blister/Carton/Shipper il
@ ) < S\( (

Certified By: > =~ Rechecked By: @ 12125 Approved By: fQ TR

(Packing Officer) (QA Officer) {Quality Assurance Head / er\,uuve)

Confidential Document Resmicted circulation FORMAT NO - FMQA048-02-01
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