BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

Cipla Ltd.

*|ot / Packing Batch number :485178

| **Manufacturing Batch number:NA

importing Country  :Russia

SA

Customer :Dr.Reddy’s Laboratories

Sales Order No. :9506552/10

Quantity released: 5847X25X20'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 : 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/S76/L

Authonization 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 :485178

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).Deviation N0 DR Q|25 - 0oy

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

Laboratories SA

Name and position/title and
address of person
authorizing the batch
release

: 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
release

L

Date of signature

RN LoLS
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Cipla

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE", TABJETKH 13,5 mr

Batch No/ Cepna Ne: 485178 Batch Quantity / O6bem cepun:  5847packs / ynakosok
AR No / Anaaurnuecknii otuer Mo : ARF/275/2025 | Date of Analysis / Jata anannza: 09.12.2025
Date of Mfg / lara npousBoactea:  11/2025 Date of Expiry / I'onen ne: 10/2028

Analysis performed accerding ND / Ananns nposeaén mo HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tlokazatenn

Result / Pe3yibTaThI

Specification / Hopma

| 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. / I'nockue kpyrisie TadaeTku co
CKOLUEHHBIMH KPAsMH OT KOPHUHEBOFD 10 TEMHO-
KOPUYHEBOTO LIBETA ¢ BKparuiednaMit. Ha oaHoit
CTOPOHE TAONETKH BhlaasieHo ¢ioso «CIPLA», Ha
apyrof - THHUA panoma.

2 Identification / IToa1MHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOoTBeTSTBY ET OkpalllMBaHHe aMMMUAYHOTC PacTBOPa B KPACHbIA
AHTanHHOHOBhIE‘ IMNTHKO3KWAbI
UBeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY COOTBETCTBYET chromatogram of the sample solution should
Meruanaparuapokcubenzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoaten) / Bpevs
YICPAUBAHWA OCHOBHOIO IMKA HA XpOMartorpaMmMe
MCTLITYEMOTO PACTBOPA A0IKHO COOTBETCTROBATD
BpEMEHH YAEDKHBAHUA OCHOBHOT(Q MMTHKA Ha
XpOMATOrpaMme CTaHAapTHOTO PacTBOpa
METHINAParnIpoKcHOeH30aTa (pazien
«MeTnanaparuapokcrdensoar).

3 | Average weight/ Cpennas
macca

191.62mg / 191,62mr

189.99 mg £7.5% / 189,99 Mr4+7.5%

Remarks : The Product conforms to NLY/
Mpumeuanue: NpodykT cooTeeTcTBYET TpefoBaHnam H

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / :p "
HokymeHT nposepeH OKK:  T— L

Approved by QA In-Charge /
HokymenT ogobpen OOK:

et

Date /

fara: o9 13 Yorg

Date /

[ata 0\ LS

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHU®UEKAT AHAJIU3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJAE", TABJETKH 13,5 mr

Batch No / Cepusa Ne : 485178

Batch Quantity / O6bem cepnn:

5847 packs / ynakoBok

AR No / Ananurnuecknii oruer Ne: ARF/275/2025

Date of Analysis / Tlara anaauza: 09.12.2025

Date of Mfo / lata npoussoacrea:  11/2025

Date of Expiry / I'open go:

10/2028

Analysis performed according ND / Anann3s nposeaéu no HJ1: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PeaynbTathl Specification / Hopma

N Test / lNoxazaTean

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 He Goziee £ 7.5
O oHOpPOAHOCTB [0 Macce %

2/20 rablets NMT +15% / 2/20 He Gonee =~ 15%

5 | Loss on drying / [oTeps B 2.1% NMT 6.0 % / He Gonee 6.0 %

Macce MpH BbICYUIHBAHAH

6 | Dissolution / 82-99% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % {Q) cennoznnos vepes 120 mun

7 | Uniformity of Dosage units / AV =39 The acceptability index forn=10 AV < L1.
OAHOPOAHOCTE A03HPOBAHIR In the case where the value of AV exceeds L.1. 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.

L1=150.L2=25.0.

[Tokazarens npuemnemocty 1as n=10 AV < LI,

B cnyuae, ecny 3HaueHue AV npeswiwaet L1,
NpOBOIAT UCTIBITRHKE Ha cheayiownx 20 odpazuax. !
Hos n=30 AV < L1. Bee 3HaueHys Xi 10TAHbI
yAOBNETBOPATH HEPABEHCTRY!

M-xi| <001 < L2 x M,

Ll =150;L2=250.

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBEHHOE  OnpeaeneHue 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekTpotoToMeTpHs) Ot 12,15 20 15,53 mr (o1 90.0 00 115.,0 %)

14.0 1 mriTab CEHHO3WAOB B NepecdeTe Ha cenHo3na B B oano#
TabneTke.

Remarks : The Preduct conforms to ND/
Mpumeyanue: MpoayKT cooTeeTcTBYET Tpebosannam HI

Conclusion : APPROVED /
3anovenne: OQOBPEHO

Checked by QC In-Charge /

£ Approved by QA In-Charge /
Jokymert nposepeH OKK: ) DokymerT cgobpen OOK: %&7,.- M
Date / Date /
[ara: 912 rorg” fara: VO \L-2Tr S

FMQC003-15-10

Cipla Lid..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

LY

CEPTHO®UKAT AHAJIM3A

Page 3of4/Crp. 3 u3z 4

Product: SENADE TABLETS 13,5 mg

Opoxyxr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485178

Batch Quantity / O6bem cepun:  5847packs / ynakosok

AR No / Anaaurudecknii otaer Ne: ARF/275/2025 Date of Analysis / lata ananauza:  09.12.2025

Date of Mfg / lata npon3ogerea:  11/2023 Date of Expiry / I'oaeH go: 10/2028

Analysis performed according ND / Anaan3 nposeaén no H/: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / lloxazaTens

Result / Pe3yabnTaThbl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTinaparnapokcibensoara
(BXKX)

0.039mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.

0,039mr/Tad

10 | MICROBIAL LIMIT TEST/ MuxpoGuonornieckas uucToTa

10a) | Total Aerobic microbial count /
Ofwee 4nei1o a3pobHbIX
MHKPOOPTaHH3MOB

20 Not more than 10* ¢fu/ g / He Gonee 10 /r

10b) | Total combined yeast and mould
count / OdLlee Uucno

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

<10
MJECHEBbIX ¥ IPOMKKESBHIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 107/ g/ He 6onee 10° /r
bacteria/ YcToitumsble K
HEHCTBHIC KEIUH
FpaMoTpHLATENBHBIE OaKTEPUN
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OtcyterBrer | r
102} | Escherichia coli Absent /OTCyTCTBYIOT Absentin [ g/ Otcyreteue B | r
109 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / OrcytetBre B 10 g

Remarks : The Product conforms to ND/J

Conclusion : APPROVED /

MNpumeyanne: MpogykT cooTeeTcTBYeT Tpebosaruam HO | 3aknwuyenne: ONOBPEHO

Checked by QC In-Charge / o Approved by QA In-Charge / Cond
NokymeHT nposeper OKK: L - J OokymeHT 0a05peH QOK: ﬁy
Date / , | Date /

fara: =1 et ‘ fara: 18-\2-2e 28

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIM3A

LY

Page 40f4/Crp. 4134

Produet: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No /Cepua Ne: 485178

Batch Quantity / O6nem cepun:

5847packs / ynaxkosok

AR No / Anaaurnyecknit oruer Ne : ARF/275/2025

Date of Analysis / lata ananmnza; 09.12.2025

Date of Mfg / Hata nponzsogersa: | 1/2025

Date of Expiry / Tonen a0

10/2028

Analysis performed according ND / Ananns nposenén mo HA: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [MoxkazaTen

Result / PesyasTathi

Specification / Hopma

Package / ¥ nakoska
in a blister made of

GauCTep M3 AASHKH
MOJHMBUHHMIXIOPHUIHON
(monusTUIEHOBOH/

M0 NMPUMEHEHHLIO,

Package / ¥naxoska - 20 tablets

PVC/PE/PVDC film and
aluminum fotl, 25 blisters with
25 patient information leaflets in
a carton. / ['lo 20 Tabnetok B

NOJIMBUHHITHAE HXJIOPHAHOH) U
aTFOMUHHEBOH (BONbrA,
GIHCTEPOB B KAPTOHHYIO MAUKY
C BIOKEHWEM 25 HHCTPVKLMIt

Package / Ynakosxa - 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. / [To 20
TabeTok B OaMCTEp H? MNIGHKKH TPEXCAOHHON
(MBX/12/TIBAX) v antoMunueBoi doneru. [1o 2
HAH 3 BIMCTEpa BMECTE ¢ MHCTPYKUMEH no
NPUMEHEHHIO B KAPTOHHYI nadky. [Mo 20 tabnetok
B QIMCTEp M3 MISHKH NONHBHHUIXIOPHAHOHR
(MOAWITUNEHOBOH / NOTHBHHUABASHXNOPHAHOHN) 1
ATOMUHIEBOH QoNbr, 110 25 5AUCTepoR B
KapTOHHYK NA4KY C BIOKEHUEM 25 MHCTPYKUHEA No
NPHMEHEHHUIO.

no 25

12 Labeling / Mapkupoeka According to ND /
B cooteetcTBHE ¢ H]T
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe Npu TeMnepaType He
XpaHeHns BhiLle 25 °C.
14 Shelf life / Cpok ronHoCTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
Npumeuanmne: MpoaykT cooTBeTCTBYET TReboBaHKAM H]

Conclusion : APPROVED /
3aknwyenne: OQQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / D
DokymeHT opoBper OOK: /Q)/,-

=f =k
DokymenT npoeeper OKK; - '
DT o o

Date /

Data: \0:\2L-202 95

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
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Sign & Date: e
s B MASTER FORMAT £ e
SIMCHEM PVT. LTD.
PLOT No. 40-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA - 403512, Ref. Doc. No. | QA/048 Page No. 1 of2
INDIA.

Previous Product Name: Seneode Teblet Previous Batch No.: L; RS0 LmeNo.: 7T, 1T
Product Name: _ Senade Tablet Batch size: 510 woe ks

Export Order No.:

4306552110

Mfg. Date: 2 fros  Exp Dater (ol 1022

Batch No. :

Date of inspection: from _

3‘-85/I 7Blearoses Poeeeee N

LAY

to O\-\2 25

Keys: V = complies/OK , NA = Not Applicable

- = No defects are observed ,

X= Does not comply

Confidential Document

blgr

Sr. SHIPPER NUMBER
No. DEFECTS o\ 12 o a¢ 400 59
1. Shipper Top / Bottom Taping — o - v’ - ~ \
2. | Shipper Overprinting / Labeling = o - v v v \
3. Packer Name Teia Sunfans |PNOKity pratikshajlange Ya sangeeta \
4. Shipper Fill Value (oex1s X2e's) — w o v v v ok \ % {471 x25X ‘l°’5)
I C R ER E R

Inner Carton Overprinting/ -
6. | Seriafization - = - v v
7. | Broken tablets - - - - - -
8. Missing Leaflet - - B - - - \
9 Blister Qve‘?printing / Smudging, _ _ _ - — — \

|~ | Embossing

10. | Missing units/Extra units - - ~ - - = \
11. | Chipping/ Mottled Tablets - - - - - - NA
12. | Spot/ Powder In Blister / Tablets - _ _ _ - - \ Y 5
13. | Sticking / Picking - - - - - - Vot

Sealing/foil/ pinhole/ forming - _ _
14. - - -

defects
15 Blister /Wrinkles / Improper _ _ - — _

| Knurling/ Torn pocket -

Foreign Product/Foreign/ - - _
16. . - —

extraneous Material - \
17 Wrong appearance/different shape _ _ _ _ _

" | of tablets/blister -
18. ! Colour of tablets o — — ~ v v |
19. | * Other defect - - - - - - |
21. | Total Defects - - - - - ” \
22. | Total replaced Units P A ~A T A NA A |
B by [ 78 | 217965 |2 0te zera7o 21005 0375 \
\ S \ o L
o \ o h) g
Done By T RS PP v‘?ﬂo «3@‘& o® \
B = | B | B | &
_Checked By otinotel oriras] s M2 35 oy 1225 len 2 25
Restricted circulation FORMAT NO.: FMQA048-02-01



MASTER FORMAT

"MASTTR COPY

Sign &

Date:

Authorized By (QA Head)
Fo-et 22

SIMCHEM PVT. LTD. .
PLOT No. 60-65, Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

]

TUEM INDUSTRIAL ESTATE,

TUEM , PERNEM ,
GOA - 403512, Ref. Doc. No. | QA/048

INDIA.

Page Neo.

20f2

FINAL INSPECTION CHECKLIST:

Total shippers packed in 58 Full + o) Loose Total shippers checked in batch o¢
Batch
Total Quantity packed 5847x05 %205 % of Pack Stock carried out on Vo o).
batch
]
Defect Observed - ]

* If any Other defect observed

Nature Of Defect Observed ( Critical, Major, Minor)

Action Plan For Defect

NA
Corrective Action And Preventive Action { CAPA) NA
{ If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Tnspection NA
Totat Replaced Unit Blister/Carton/Shipper NA
W‘M
Certified By: B&b 01.12:2025  Rechecked By: @GL' Iz 25 Approved By: oY
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-0]
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